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1 


P R 0 C E 

E D I N G S 

2 


(Witness sworn.) 


3 


CATHY 

ELLIS 

4 


called as a witness. 

being first duly 

5 


sworn, was examined 

and testified 

6 


as follows: 


7 


EXAMINATION 

8 

BY 

MR. SILBERFELD: 


9 

Q. 

Would you state your full 

name for the record 

10 

A. 

Cathy Lynn Ellis. 


11 

Q. 

Is it Ms. Ellis or Dr. Ellis? 

12 

A. 

Doctor. 


13 

Q. 

Doctor, my name is Roman 

Silberfeld. 

14 

A. 

Nice to meet you. 


15 

Q. 

Together with my partners 

and associates, we 


16 represent the State of Minnesota and Blue Cross, Blue 

17 Shield. You understand that? 

18 A. Yes. 

19 Q. You've had your deposition taken a number of 

20 times before, have you not? 

21 A. Yes. 

22 Q. Do you have a general understanding of the 

23 deposition process? 

24 A. Yes. 

25 Q. Would any useful purpose be served by my going 
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through the usual litany of preliminary statements 
about what a deposition is? 

A. I don't think so. 

Q. You understand the oath you've taken is the same 
oath you would take in a court of law? 

A. Absolutely. 

Q. Okay. Let me begin by marking as next in order 
what I believe is your CV, but let me show you this 
first and — and confirm for me that that's your 
current CV, and then we'll mark it. 

A. It looks like there's two CVs here, but — 

Q. Two's better than one. 

A. Two is better than one. But yes, it does 
reflect my present position, so I would say it is my 
current CV. 

Q. Is there a difference between the two? I mean. 
I'll represent to you these were furnished to us by 
your counsel and — 

A. That's correct. One is the — what I call the 
short form of the same one, so there's no real 
difference other than there's more information on the 
first. 

Q. Okay. Well you've separated them for me. Let's 
mark — let's mark them separately just for the sake 
of clarity. The long form is a CV that consists of 
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five pages? 

A. Looks like that, yeah. 

MR. SILBERFELD: Okay. Let's mark that as 
next in order. 

(Plaintiffs' Exhibit 1310 was marked 
for identification.) 

(Discussion off the record.) 

MR. SILBERFELD: And then will be the short 
form, which is two pages, which is, I guess, 1311. 

(Plaintiffs' Exhibit 1311 was marked 
for identification.) 

BY MR. SILBERFELD: 

Q. Directing your attention to 1310, which is the 
long form of your CV, — 

A. Uh-huh. 

Q. — when you were at the Bowman Gray School of 
Medicine at Wake Forest, did you take courses there 
in medicine? 

A. I did take courses with medical students, 
identical courses. 

Q. Did any of those courses concern cancer? 

A. No, not specifically. They were the first- and 

second-year basic science courses that all medical 
students take, and graduate students would in certain 
ones of those courses sit in depending on what their 
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specific curricula might have been. 

Q. While at Bowman Gray School of Medicine, did you 
take any courses in pharmacology? 

A. Yes. 

Q. Did you take any courses while there in any 
aspect of medicine having to do with dependency or 
addiction to substances? 

A. As it was contained in the course in 
pharmacology, and subsequently I took pharmacology 
again at Vanderbilt University. 

Q. Right. 

A. Since that was going to be my major discipline 
and I was going to be taking oral exams in that area, 
I wanted to make sure I had the benefit of the 
faculty from the school that was going to be giving 
me the exam, so I actually took pharmacology twice. 
And especially at Vanderbilt there was a strong 
component in that department that was focused on 
neuropharmacology, and there was a portion of that 
department that actually did do work at the Central 
State Hospital. 

Q. What is the discipline of neuropharmacology all 
about? 

A. Neuropharmacology is the study of various 
substances and their effects on the brain. 
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Q. In the course of that time at Vanderbilt, that 
was about three and a half years roughly? 

A. That's correct. 

Q. And in the course of that study, you took one 
course in neuropharmacology or more than one? 

A. I don't remember specifically my list of — my 
curriculum and whether or not there was a specific 
course, but I recall very vividly that at least a 
portion of the course was involving neuropharmacology 
and I actually visited the Central State facility. 

Q. Is that a mental hospital? 

A. Yes, it is. 

Q. And what was done there that related to your 
work? 

A. I wasn't doing research in that particular 
area. I was at that time a student, and it was 
associated with the actual graduate-level class that 
I was taking. 

Q. In the course of that three-and-a-half-year 
stint at Vanderbilt, did you take any courses in 
pharmacology or neuropharmacology that related in any 
way to the effects of nicotine? 

A. Yes, absolutely. Nicotine has been one of the 
most studied materials in pharmacology for the past 
100 years and is a mainstay in understanding the 
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autonomic nervous system. Any portion of any 
pharmacology course that has anything to do with the 
autonomic nervous system would focus quite a bit on 
nicotine. 

Q. Did you learn in the course of your studies 
whether or not nicotine affects the brain? 

A. Yes, I did. 

Q. And what did you learn? 

A. Well that's been quite some time in terms of 
what I learned that long — that time ago, but 
certainly that nicotine is — 

Q. It wasn't all that long ago. 

A. — a ligand for the acetylcholine receptor and 
therefore has been used as a — as a tool in — in 
studying the autonomic nervous system and therefore a 
variety of both peripheral and central effects, again 
depending on the situation, the study design and 
setup and the endpoint you're looking at. 

Q. In the course of your work at Vanderbilt, did 
you study at all the effects of nicotine in 
substances or products such as in cigarettes? 

A. No, I did not. 

Q. Okay. I take it you've done that in the course 
of your work since that time. 

MR. FOWLER: Object to the form. Done 
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1 what? I'm sorry. 

2 MR. SILBERFELD: Studied nicotine as a 

3 component in a finished product, such as cigarettes. 

4 A. Well let me distinguish between my doing — 

5 actually doing lab work in the area versus 

6 supervising people and reading reports. I think I 

7 would — I would better characterize my involvement 

8 as reading and interpreting and evaluating and 

9 designing reports and work in that area. I have not 


10 

really in the lab specifically done work on 


11 

nicotine. 


12 

Q. 

Okay. We'll get back to that — 


13 

A. 

Okay. 


14 

Q. 

— area in a minute. 


15 


In the course of the time since Vanderbilt 

— 

16 

A. 

Uh-huh. 


17 

Q. 

— just to take the entire almost 20-year 


18 

period — 


19 

A. 

Right. 


20 

Q. 

— have you learned anything either by doing lab 

21 

work 

yourself or supervising the work of others 

which 

22 

has 

changed your view in any way that nicotine 

has 

23 

physiological effects either on the peripheral 

or the 

24 

central nervous system? 


25 

A. 

I think it — it is well known, was well known 
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even then that nicotine has physiological effects and 
under certain circumstances. 

Q. With regard to the peripheral nervous system — 
A. Right. 

Q. — what effects were known about in the middle 
'70s when you were doing this work at Vanderbilt? 

A. Specifically again depending on the dose and 
route of administration and the specific study design 
and setup, you could have things like increased heart 
rate. You could have increased blood pressure under 
certain circumstances, as examples. 

Q. Any others that you can think of? 

A. There are all kinds of potential effects because 
obviously the autonomic nervous system is ubiquitous 
in the — in the body. Gastric emptying time is 
affected potentially, again depending on the dose and 
the situation that you're looking at. 

Q. In the course of your work at Vanderbilt, did 
you observe or engage in any studies that dealt with 
nicotine where route of administration was 
inhalation? 

A. At Vanderbilt? 

Q. Yes. 

A. No. 

Q. You've either been involved in some or 
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supervised some since that time? 

A. Yes. 

Q. At Vanderbilt did you have a — a mentor or one 
particular professor that you worked with? 

A. My sponsor at Vanderbilt was Dr. John Oates. 

Q. Is Dr. Oates still alive? 

A. Yes. 

Q. Is he still there? 

A. He is or was or just retired. He was the dean 
of the medical school, and I was in the clinical 
pharmacology unit. 

Q. Do you know if Dr. Oates has published at all on 
the subject of the physiological effects of 
nicotine? 

A. I'm not sure specifically. He is well known, 
however, for cardiovascular research and certain 
blood pressure — excuse me, blood pressure 
medications, and certainly the work that I performed 
with him related to substances called prostaglandins, 
and I was looking at the effect of blood pressure at 
the time. 

Q. In the course of your time at Vanderbilt, did 
you do any work at all on the subject of cancer? 

A. At Vanderbilt specifically, no. 

Q. Did you do any work at Vanderbilt on the subject 
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of pulmonary disease directly or indirectly? 

A. Well, I mean, you could always interact 
different things to eventually get some involvement, 
but directly in terms of my research, no. Indirectly 
there could have been implications. 

Q. How do you mean? 

A. Well some of my research involved identifying 
metabolites of a prostaglandin. Later on it was 
discovered that those metabolites were very important 
in mastocytosis, and whereas before that histidine 
was thought to be the primary agent for reduction of 
blood pressure. However, in discovering these 
metabolites, one was then able to look at patients 
and determine these metabolites in their urine, and 
it was discovered that simple aspirin could actually 
save lives in the case of some of these cases. Now 
mastocytosis has some reievance and there are some 
effects related to obviously the cardiovascular and 
respiratory systems. 

Q. At Bowman Gray, just to move backward in time to 
the period 1973 to '74, did you take any courses in 
epidemiology? 

A. I would — I honestly don't remember what the 
specific curricula was. It was an integrated course, 
and there may have been segments of it that related 
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to epidemiology. 

Q. Define that term for me. 

A. "Epidemiology"? 

Q. Yes. 

A. It's the study of populations and groups of 
people that have some relationship in terms of 
looking at a specific test versus a control group, 
and there are different kinds of studies. There are 
prospective studies and there are retrospective 
studies, so basically what you're doing is either 
looking back at factors which may have led to 
something that you now see or you're looking forward 
toward factors that may impact your — your 
measurement or ascertain the number of people that 
may be affected in the future. So it's studies of 
various populations of people. 

Q. In lay terms, would it be correct to 
characterize it as the study of cause and effect? 

A. Absolutely not. 

Q. Why not? 

A. Because there are so many factors, they're not 
carefully controlled studies. Scientists would need 
to have very carefully controlled studies, both 
genetics, both diet, environmental conditions, and in 
these populations of people there are multiple — 
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multiple factors involved and there's no way that you 
can ascertain cause and effect. And many of these 
endpoints that are looked at, many of them — as a 
matter of fact, all of them have many factors 
involved in their genesis. So it is in no way a 
cause and effect type of discipline. 

Q. Is it correct to characterize epidemiology as 
the study of the relationships between substances and 
disease? 

A. I — I would prefer to use a different word. I 
think — 

Q. That's why we're having this conversation. 

A. Yeah. I would prefer to use a different word in 
that — in that if you're — if you're talking about 
a relationship, you're assuming that there is one, 
and in this situation, in the — in the specific 
study design, you're looking at a variety of factors, 
and I think "factor" is a — is a much better word 
for the situation. 

Q. So to try to fit that word — 

A. Right. 

Q. — now into the definition, would it be correct 
to say that epidemiology is the study of whether a 
substance is a factor in bringing about disease, if 
that was the focus of the study, for example? 
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A. Okay. Let me pick this apart a little bit 
more. 

Q. Go ahead. 

A. It is certainly the study of factors. It cannot 
determine whether a factor is or is not because there 
are so many factors, but it can indicate that a 
factor may be involved, absolutely. 

Q. Have you ever taken any courses in 
epidemiology? 

A. I remember segments of — I don't know if it was 
a specific course per se, but I certainly remember 
segments of courses that dealt with epidemiology. 

Q. Can you think of any examples in epidemiology 
that you've studied in the course of your training or 
since that would serve as an example of this 
definition that is — 

A. Surely. 

Q. — the study of a substance and its relationship 
or not to some disease? 

A. Well — 

MR. FOWLER: Objection to the form. You 
may answer. 

A. Yeah. I think — I think there are two 
different kinds of studies, and if you look at the 
history of epidemiology, you see how these studies 
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have evolved. Epidemiology was a study that was in 
the beginning first used for certain diseases 
associated with viruses, so that there was a short 
period of time between the exposure and the disease. 
In those situations, you could better determine cause 
and effect relative to the agent or the exposure. 

Q. Uh-huh. 

A. And indeed that those — those are situations 
where epidemiology is a much stronger tool. 

However, then epidemiology was begun to be used 
in general populations over long periods of time with 
multiple factors in diseases that have multiple 
factors, and then it becomes very complex. You can 
read in the newspaper today, one day it tells you 
that cholesterol is — is, you know, a risk factor 
and just recently in a — in a newspaper in New York 
it was a wonderful protein. There is a lot of 
information. It can go back and forth. It's 
extremely complex, and in that sense it really isn't 
a quantitative study. 

Q. Can you give me an example of a — an agent and 
an exposure where the period of time between exposure 
and the onset of illness or disease was short? 

A. The plague. 

Q. Okay. People were exposed to what in the 
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plague? 

A. Well let me do a more recent one. There's a — 
Q. Sure. 

A. The virus that was transmitted by rodents in 
Indian reservations in the West a number of years 
ago, epidemiology and those kinds of tools were used 
to look at the exposure of those individuals, and — 
and that was then able to track down what the source 
may be. So that that then is — you know, it's also 
very easy because many times you can then identify 
the virus in the person so you have additional 
scientific verification, but in — in the absence of 
that, it's very difficult to have solid data and 
evidence that can support your conclusions. 

Q. The virus in the Indian reservation, I'm not 
familiar with that one. What was the virus; do you 
recall? 

A. It's I think the — geez, it had to do with — I 
can't remember the name offhand. I just can't 
remember right now. 

Q. All right. We'll just call it the virus. 

A. Yeah. 

Q. It was carried by rodents? 

A. Yes. 

Q. What kind? 
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A. In the wild certain rodents that — you know, 
various — 

Q. Wild mice and things? 

A. Right, exactly. 

Q. And it was in or around Indian reservations in 
the West? 

A. Right, uh-huh. 

Q. And when was this, in the '80s? 

A. It was probably five to ten years ago. 

Q. Okay. 

A. Uh-huh. 

Q. And members, human members, of the Indian 
reservation came down with the virus? 

A. And you study the populations and you study 
where they were and you study their exposure, and you 
can have direct relationships between where they were 
and — and the situation that they have because the 
factors are limited in those situations. 

Q. Was it determined in this Indian reservation 
example that we're speaking about how it was that the 
rodents transmitted the virus to the members of the 
reservation? 

A. I did not get into the specific details of 
those — that information, but obviously technically 
viruses can be transmitted in a number of different 
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ways. And I don't recall specifically how they were 
transmitted in this case. 

Q. Is it necessary for you in order to establish 
cause and effect as you use those terms — 

A. Uh-huh. 

Q. — to be able to show precisely how the rodent 
transmitted the virus to the member of the 
reservation in order to make a cause-and-effect 
statement about that? 

A. It would depend on other data. If you can 
identify the virus in the rodents and if you can 
identify the virus in the people — and those are 
ifs — then you can assume that there might be some 
relationship. If you know what the virus is, you can 
also study the virus itself and then determine modes 
of transmission. 

So it doesn't have to be just within that 
study. Additional laboratory work would be done and 
is necessary in many cases because again there is no 
controlled environment in nature. 

Q. There's no controlled environment in any 
epidemiological study; right? 

A. You can attempt to control, as best as you can, 
for certain factors. Unfortunately, even in the 
attempts to control for those factors, you have to 
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use sometimes subjective measures, and those 
subjective measures then don't allow for good 
quantitation. So it is a very complex and — and not 
a very quantitative science. 

Q. In the Indian reservation virus example we've 
been talking about, was there a lag between the 
carrying of the virus by the rodents, its 
transmission in some fashion to the humans and the 
appearance of the virus in the humans? 

A. There would have been, but generally speaking 
viruses act within a couple of weeks. 

Q. Not a couple of years? 

A. Not a couple of — well or 20, 30 years. 

Q. Or tens of years? 

A. Right. 

Q. And is the virus on the Indian reservation 
example an example of cause and effect as you use 
those terms? 

A. I — I think — I think not. I think that it is 
an example of how you can use epidemiology to get at 
specific factors, and then you would need to go into 
the laboratory and specifically demonstrate under 
controlled conditions that this is indeed what 
happened. 

Q. Can you cite for me any example of cause and 
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1 effect between any substance and any disease? 

2 A. The best example that I can think of is vinyl 

3 chloride. There is an — this is a specific example 

4 whereby epidemiology was followed up by animal 

5 studies and the specific effect was very pronounced. 

6 I mean, it was a very unique effect, and in that case 

7 you have both the epidemiology leading you to study 

8 the effect and then the demonstration in the 

9 laboratory of the effect. 


10 


I think in that case that — and it 

' s 

rare 

in 

11 

situations like that, but in that case I 

think 

the 

12 

data 

was sufficient. 




13 

Q. 

And vinyl chloride, the disease was 

what' s 


14 

referred to as a signature disease? Have 

you heard 

15 

that 

term before? 




16 

A. 

Yes, I've heard that term before. 

It 

was 

very 

17 

unique. It's a certain tumor in the — 

in 

the 

liver 

18 

and 

it was a very unique tumor and it could be 


19 

reproduced in the laboratory. 




20 

Q. 

Would you say that the vinyl chloride 

liver 

21 

tumor example is an example of cause and 

effect 

as 

22 

you 

use those terms? 




23 

A. 

Certainly in the laboratory it was. 




24 

Q. 

Okay. How about in humans? 




25 

A. 

The human studies led you to study 

it 

in the 
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laboratory. I think that with the human studies 
there were relatively small numbers in that 
population because not too many people are exposed to 
those levels of vinyl chloride. It was an 
occupational exposure, so with such small levels, you 
would want to get into the laboratory and really 
demonstrate directly cause and effect. 

Q. If there had been no animal work in the vinyl 
chloride example, would you conclude that the humans 
who ended up with the liver tumor as a result of 
their vinyl chloride exposure was an example of cause 
and effect as you use those terms? 

A. No, I would not conclude that. 

Q. So it is — 

It's the animal work that makes a difference to 

you? 

A. It definitely does. 

Q. So in order for a substance to be a cause of a 
disease, you would need to see it not only in a 
relationship sense in humans, but for your purposes 
you would have to see it also in the laboratory; is 
that true? 

MR. FOWLER: Objection, object to the form 
of the question. 

Q. Do you understand my question? 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 


http://legacy.library.ucsf.®du/tiel/gtioO5a0©/pd!f idustrydocuments.ucsf.edu/docs/lkxd0001 



CONFIDENTIAL 


27 

1 A. Yeah, it's very broad, but you would — you 

2 would use the — the epidemiology to — as a tool to 

3 look at the relationships and to look at factors, and 

4 then you would have to study those specific factors 

5 under controlled conditions in the laboratory. And 

6 there would be certain criteria even on those studies 

7 that you would have to meet in order to determine 


8 

cause and effect. 





9 

Q. 

In the vinyl chloride example. 

was 

the tumor 

10 

reproduced perfectly in the animals 

as 

it 

had 

been 

11 

found in the humans? 





12 

A. 

It's my understanding in terms 

of 

it 

was 

in the 

13 

correct organ, it was the correct tumor 

type and it 

14 

was 

dose related. 





15 

Q. 

Was it the same cell type? 





16 

A. 

Yes. That's correct. It was 

the 

correct 

tumor 

17 

type 

• 





18 

Q. 

That's what you mean by "tumor 

" ? 




19 

A. 

Yes. 





20 

Q. 

And it was dose dependent? 





21 

A. 

That's correct. 





22 

Q. 

Other than vinyl chloride, can 

you 

think 

of any 

23 

other examples where cause and effect has 

been 


24 

established to your satisfaction between 

a substance 

25 

and 

a disease? 
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A. If we're talking about specifically this 
particular disease, that is probably the best 
example. If you're talking about — 

Q. Any disease. 

A. Any disease, wow. I'm not sure I can — 

MR. FOWLER: For clarification, are we 
including viruses and that sort of thing? 

MR. SILBERFELD: Sure. 

A. Oh, okay. Sure, there's been a lot of work on 
virology in terms of many of the cause-and-effect 
issues associated with that. I mean, you know, there 
have been viruses identified in people that have 
certain diseases and then you go and reproduce that 
in the laboratory. I mean, that's the whole basis of 
inoculations and — and what we do today, and that's 
why it's much easier to understand and study, because 
there is a known — known agent in that sense. 

Q. Can you give me an example of a virus or two 
that fits these criteria? 

A. Any, any virus except for cold viruses, which 
are obviously rather — there's so many of them, 
it's — it's difficult. But there's measles. 

There's all kinds of viruses that people deal with, 
chicken pox, you name it, small pox. 

Q. Does the relationship between asbestos exposure 
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and mesothelioma fit your definition of cause and 
effect? 

MR. FOWLER: Objection on the basis of 
foundation. 

A. Yeah, I — I would have to represent that I — I 
have not necessarily gone specifically into the 
literature on those topics to be able to represent 
that fairly. 

Q. Have you read about that at all? 

A. I've certainly read about it some, but before I 
would want to put an opinion forth, I would certainly 
want to review it recently and I would want to review 
the current data on that too. 

Q. Okay. Do you have an impression in your mind as 
to whether there's a relationship between those two 
things? 

MR. FOWLER: Object to the form. 

A. I think again you're — in terms of a 
relationship, I think there — it may be a factor, 
like I said before, but again I don't have the data 
in front of me to be able to sit here and say that 
it's stronger than potentially a factor. 

Q. Do you know if it's a minor factor or a 
substantial factor or a major factor? 

A. I don't — 
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MR. FOWLER: Hang on a second. I'm going 
to object to the form. She said she doesn't have 
enough information to draw a conclusion, and so now 
you're calling for speculation. 

If you can answer the question, however, go 
ahead. 

A. Like I said, if you're asking for a quantitative 
answer when I just said I don't have the data to make 
that, so I can't make that — that judgment without 
the data. 

Q. Okay. Are you familiar with the drug product 
diethylstilbestrol, DES? 

A. Yes. 

Q. Are you aware generally of an association or a 
relationship between diethylstilbestrol and 
clear-cell adenocarcinoma in young women? 

A. Specifically, no. 

Q. How about diethylstilbestrol and uterine 
abnormalities in young women? 

A. That I recall some information on, yes. 

Q. Okay. Do you have an impression in your mind as 
to whether or not those two things have a 
relationship? 

MR. FOWLER: Objection on the basis of 
foundation again. 
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A. I again would not want to make a judgment in an 
area that I haven't reviewed all the literature 
recently. 

Q. Okay. Are you familiar with Legionnaires' 
disease? 

A. Uh-huh. 

Q. Is there a relationship between the onset of 
Legionnaires' disease and some substance? 

A. And some substance? I don't understand your 
question. 

Q. What's the cause of Legionnaires' disease? 

MR. FOWLER: Objection on the basis of 
foundation. 

A. Yeah, again I think Legionnaires' disease has 
been also called sick building syndrome, and whether 
or not potentially the causative agent is the same in 
all cases, in some situations there has been some 
association, but there is — in terms of the 
causative agent, I — I again haven't reviewed the 
specific data on that recently. 

Q. Is cigarette smoking a factor in the development 
of any disease — 

MR. FOWLER: Object to the form of the 

question. 

Q. — in humans? 
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A. Cigarette smoking has been shown to be a risk 
factor in — in the development of certain diseases. 
Q. With respect to lung cancer, how — 

A. It is — 

MR. FOWLER: Let him finish his question. 
THE WITNESS: Yeah, surely. Sorry. 

Q. With respect to lung cancer, can you quantify 
the risk? 

MR. FOWLER: Object to the form of the 

question. 

A. As I — as I was indicating, epidemiological 
studies are not quantitative. There have been a 
number of epidemiological studies looking at 
populations that — that — that do come up with 
numbers or risk factors, and basically those risk 
factors are the incidence of the particular disease 
in the test group versus the incidence of the 
particular disease in a control group. That is 
obviously dependent then on the selection of the 
group, the control of the other factors, the size of 
the group, and so therefore in terms of quantitation, 
you cannot quantitate. You can come up with certain 
strengths based on that number, but that cannot be a 
quantitation of risk. 

Q. How is the strength expressed? 
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A. In the — in the magnitude of the number. It's 
the difference between those two populations. 

Q. Okay. Are you familiar with relative risk as a 
concept? 

A. Yes. 

Q. And do you have an understanding as to what the 
relative risk for lung cancer in males is based on 
the Surgeon General's studies? 

MR. FOWLER: Object to the form of the 

question. 

A. Well the Surgeon General's studies base — the 
Surgeon General basically report studies out in the 
literature, and some of the more recent studies, 
including the CPS studies, cancer prevention studies, 
indicate a relative risk of in males about 22. 

Q. And how would you regard that in terms of the 
strength of the association, a relative risk of 22? 

MR. FOWLER: Object to the form. 

A. Well like I said, it's dependent. If you 
look — if you look at the history of epidemiological 
studies, that number's been all over the place, and 
so in this particular study it was — it was 22, and 
that is part of the issue. If — if there is a 
consistent quantitative role, you would expect a 
consistent quantitative number. 
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Now there's two issues. You can't get that in 
that kind of a study because there's so many factors, 
and it's such a complex situation in terms of both 
the study design, the multiple factors in the — the 
material you're looking at that there's no way that 
you can quantitate. 

Q. Without regard to whether you quantitate it, you 
said that the relative risk has some meaning with 
respect to the strength of the association between 
the substance and the disease. My question to you 
is: Assuming a relative risk of 22 for smoking and 

lung cancer in men, what is that strength? Is that a 
strong relationship in your mind? 

MR. FOWLER: Object to the form of the 
question. I think it miss — the preamble misstates 
the previous testimony, but you can go ahead and 
answer the question to the extent you understand it. 
A. Yeah, strength can only be determined from 
within a study and so — so what you're looking at is 
the strength relative to the control population. You 
can't then generalize that to the normal population. 
It could be that those two groups were very 
circumvented in terms of their criteria. They may 
not represent the total population. 

So there may be a given strength in this study. 
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There is — and I know — different strengths in 
other studies depending on the study design, the 
number of people and the other factors that are 
controlled or not controlled for. That's one of the 
reasons why you see different numbers. 

So I want to — you can't generalize that number 
overall to strength in the general population, which 
I think is the and was the intent of your question. 

Q. The studies that the Surgeon General reported in 
1989 where that relative risk number of 22 comes from 
were a series of studies that reported relative risks 
from 17 up to, I think, 25 or 28. Do you recall that 
generally? 

A. And there are relative risks that are even less 
than 17 in previous studies, yes. 

Q. Okay. Do you regard as a scientific matter the 
difference between a relative risk of 17 and a 
relative risk of 25 as meaningful? 

A. No, again because you would be comparing 
different studies and different populations. 

Q. All right. So a relative risk that found 17 for 
smokers versus nonsmokers and another study that 
found 25 for smokers versus nonsmokers, you can't 
compare those two studies, can you? 

A. Not in the manner you're trying, no. 
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Q. Okay. I'm not trying. I just want to make 
sure — 

A. Right. 

Q. — we're on the same page. 

A. Right. 

Q. And are you aware of any relative risk published 
in the epidemiological literature for any other 
relationship between a substance and a disease that 
is as high as 15 to 20? 

A. I — I — off the top of my head sitting here 
today, I really can't point to one number or 
another. I have studied the literature in this area 
more extensively than in other areas. Certainly 
relative to other factors, there are many other 
factors that are studied and relative risks that are 
put forth. 

And in — within the study of some of the 
diseases we're looking at, the relative risks that 
we're talking about in this particular study is one 
of the higher ones, absolutely; however, that 
doesn't — you know, there are many other studies and 
many other associations out there, and I can't say 
that I can adequately cover all of those in terms of 
what I've read. 

Q. Since the number is one of the higher ones out 
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there, to use your words, what is the significance of 
that for the strength of the association, if any, 
between smoking and the onset of lung cancer? 

A. The significance of that is that within that 
study design, with that population and with the 
controls that they put forth in that study, that 
based on that design, that relative risk from what 
they found was one of the higher ones. One would 
then need to take those different factors and look at 
them in a laboratory situation. 

Q. Have you ever designed a study, a laboratory 
study — 

A. Uh-huh. 

Q. — in animals, to try to answer the question 
whether the human findings about smoking and lung 
cancer could be replicated in animals? 

MR. FOWLER: Hold on for a second. Can you 
define who you mean by "you," please. Dr. Ellis 
personally? 

MR. SILBERFELD: Sure. That's who's here, 

isn't it? 

A. And that's part of my answer. Personally I have 
not and would not design, be in the position to 
design those specific studies. However, Philip 
Morris, our scientists have and are doing inhalation 
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work as we speak and back in 1967 actually did what I 
think is a critical study in monkeys in inhalation, 
which is the ultimate animal model, I think, and have 
done subsequent studies in mouse skin painting and I 
think have done over 100 rodent inhalation studies in 
the last 20 years in-house in our own facilities. 

So yes, we have done extensive work in this 
area, and if you look at the literature, there is 
extensive work in the literature. 

Q. And with respect to the monkey inhalation 
studies, you regard the monkey as the best animal 
model for humans? 

A. Yes. 

Q. Okay. 

A. Certainly would. 

Q. And what have been the results of those 
studies? 

A. Did not produce any tumors. 

Q. Did it produce any deleterious health effects at 
all in a monkey? 

A. This — in this situation with the doses that 
were being produced in these — in these animals and 
the time period, which is the '60s, early inhalation 
studies were fraught with the problem that they were 
not controlled in their administration of smoke. For 
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example, if you subject animals over a number of 
years to a high volume of air that is not pathogen 
free, you will get respiratory diseases and 
confounding factors. It wasn't until the '70s that 
specific pathogen-free facilities we developed and 
began to use, so many of the early studies would be 
confounded by environmental bacteria and viruses and 
would produce effects that you couldn't associate 
with smoke. 

Q. Did the early studies even allowing for the 
confounding factors — 

A. Uh-huh. 

Q. — produce deleterious results in the subjects? 
A. There were — there were symptomatology that's 
consistent with bronchitis, for example, those — 
those types of responses. 

Q. Anything else? 

A. Again I don't have the data. There are so many 
studies I don't have the specifics here. I do 
remember that specifically, but I can't — there were 
others, other results, and it went — the data is 
expressed monkey by monkey and there are some 
differences between monkeys, which is then suspect 
relative to what the overall effect is. 

Q. Do you recall that the monkey inhalation studies 
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produced emphysema in the subjects? 

MR. FOWLER: Object to the form of the 
question, but you can answer. 

A. I — I sitting here today can't specifically 
recall. 

Q. You're familiar with the concept of latency, are 
you not? 

A. Yes. 

Q. Okay. What is the latency in a monkey between 
exposure to the subject and the onset of cancer, 
minimum latency? 

A. Well, in various situations and in various 
animal studies, the way carcinogenesis tests are done 
is that you would want to take a dose that is fairly 
high but not toxic because then you would be 
measuring toxic effects, and you especially don't 
want it to be toxic because you expose them over very 
long periods of time. And you would need to expose 
them for a significant portion of their lifetime, and 
that is indeed the design of most studies. Now in 
rats and mice or rodents, lifetimes are shorter, but 
the issue here is what we call a lifetime study, and 
that is critical. 

The metabolism of different animals is 
different, and it is what is — what is the issue is 
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the rate of metabolism and therefore the increase in 
the rate of metabolism, the increase in the progress 
that you would expect in terms of the aging process 
and various things that would happen in that animal. 
So it is relative to the age and life span of the — 
of the animal. It is relative to the dose. 

And so basically in monkeys, obviously they 
don't live as long as humans and a number of years 
of — of very significant exposure would — would 
be — would be a good indication of — of I think the 
potential issues associated with this. 

There have been lifetime studies done in rats. 
There have been recently in the AJ mouse six-month 
studies done. The AJ mouse does not live much more 
than six months, and these are animals that are 
extremely sensitive and actually produce tumors 
spontaneously, so the mechanisms are very sensitive. 
They do it all the time, and the level — Dr. Finch I 
believe has not been able to show results in those 
studies, multiple studies, multiple animals, multiple 
time frames, and I think that is the critical point. 
Q. The monkey inhalation study, how long did it 
last all told, the one we were talking about? 

A. Yeah, again specifically it was an extended 
period of time, but I don't recall exactly how many. 
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I think it was one to two years, as I recall. 

Q. Was that long enough to produce tumors if the 
substance was going to produce tumors? 

A. Based on what I — what I recall, with some 
positive control compounds, it should have been long 
enough. 

Q. So you would expect a substance to produce 
tumors in monkeys in a one- to two-year period of 
time? 

A. If they're positive control compounds associated 
with studies, you would expect that to be the case 
and that would have to be known. 

Q. What do you mean by "positive control 
compounds"? 

A. Well frequently in many of these studies 
positive controls are used, and it's again a general 
test to ensure that the specific population that you 
have and the way you're treating those animals will 
produce a positive response. 

Q. Can you give me an example. 

A. Of what? 

Q. A positive control compound used in a study of 
monkeys. 

A. In monkeys I don't recall specifically which 
ones. I don't recall, but in — in rats over — over 
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time DMN has been used, DMBA. NNK has been used. 
Benzo-a-pyrene has been used as a positive control in 
a number of different studies and it's been 
administered in a number of different ways. 

Sometimes in lungs it's been implants. Sometimes on 
the back of a mouse positive controls have been 
painted on, but positive controls are — have been 
used in many of these studies. 

Q. Benzo-a-pyrene is one of the positive controls 
you mentioned? 

A. Has been used in some of the — some of the 
inhalation studies or mouse skin painting studies. 

Q. Is that substance found in cigarette smoke as 
well? 

A. Yes, it is. 

Q. Does that induce tumors? 

MR. FOWLER: Object to the form of the 

question. 

A. Benzo-a-pyrene is a polycyclic aromatic 
hydrocarbon. In carcinogenesis studies under certain 
conditions in certain animals, benzo-a-pyrene has 
induced tumors. 

Q. Is DMN a positive control component? 

A. DMN again has been tested in animal studies as a 
positive control. 
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Q. How about DMBA? 

A. Right. 

Q. Same? 

A. DMBA, dimethylbenzanthracene. 

Q. Has been used as a positive control? 

A. Yes. 

Q. How about NNK? 

A. Has been used as a positive control. 

Q. And is NNK found in cigarette smoke? 

A. Yes. 

Q. It's a tobacco-specific nitrosamine? 

A. Yes. 

Q. Is DMN found in cigarette smoke? 

A. Yes. 

Q. Are you sure? 

A. Well, it's a volatile component and — and quite 
frankly much of the focus of the — the work we've 
done is on the nonvolatile components because DMN as 
a volatile component is largely filtered. 

Q. How about DMBA? 

A. So if you want to — DMBA, 
dimethylbenzanthracene, is a PAH. 

MR. FOWLER: Did you finish your answer? 

Q. If I interrupted your answer, go ahead and 
complete it. 
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A. Okay. Let me back up here a bit. 

NNK is a nonvolatile nitrosamine and present at 
very, very low levels in smoke. Volatile 
nitrosamines are largely filtered in the filter, so 
while they may be present in smoke, they're generally 
removed fairly efficiently in — by the filter. As 
you reduce tar, you're reducing NNK also, so as you 
come down in tar, you're reducing nitrosamines even 
lower than the very low levels they are. 

PAHs and nitrosamines are found and are 
ubiquitous in the environment at very low levels, and 
I think that that is indeed part of the picture that 
we have to look at, that we're looking at a very 
complex environment with a number of compounds at 
very low levels. 

Q. Returning to the animal work that would prove, 
if at all, a cause-and-effect relationship between 
cigarettes and lung cancer, you also mentioned rodent 
inhalation studies. Did rodent inhalation studies 
done by Philip Morris over the years produce any 
deleterious health effects at all in the rodents? 

MR. FOWLER: Object to the form of the 
question, but you can answer. 

A. Over the years and — and what is currently 
being — being done is because tumors have not been 
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produced in the lung, what we have done is go back 
and look at changes in the lung cells, and those 
changes are associated with irritation. Hyperplasia, 
metaplasia are some of the specific endpoints that 
are being looked at and used right now as measures. 

Q. Are those viewed by people within Philip Morris 
as some sort of precursor tumor, hyperplasia or 
metaplasia? 

A. Not specifically, no. There's no — no — it's 
a general — generalized effect, an irritation type, 
and it is reversible and it is a measure. By looking 
at these differences, we can potentially look at 
quantitative changes and differences depending on 
exposure, and we use that as one of our test 
methodologies. 

Q. In any event, the hyperplasia effect or the 
metaplasia effect is an abnormality? 

A. I would — well, you know, our bodies are 
designed to — and are irritated at times, so I'm not 
too sure that one would say that this is an 
abnormality that is permanent. It is an effect in an 
assay that is used as one of the measures, and it is 
created on purpose under certain circumstances and 
doses. 

Q. And it's caused by the inhalation of the smoke? 
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A. Yes. 

Q. And it's reversible when you remove the rodent 
from the exposure? The lung effect changes back to 
normal? 

A. Yes. 

Q. Completely? 

A. Most of the — most of the effects in most of 
the situations are completely changed back. In some 
of the cases where we've been studying different 
things, we may not see something change back. 

Q. Such as? 

A. Well those are in experimental conditions. 

Q. What does that mean? 

A. Well what I — what I mean is that in normal 

cigarette smoke, it would change back. In certain 
circumstances in our studies, you might find things 
that may not change back, so I want to represent that 
you can in those — in those tests have effects that 
don't reverse, but under normal circumstances they 
reverse. 

Q. So if you bombard the poor little animal, the 
effect might not reverse; is that what you're 
saying? 

A. Under — well I wouldn't say it's just dose 
related. I think it's the quality or the qualitative 
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nature of the material that you're — you're exposing 
the animal to. Certain materials may have a 
different effect. 

Q. With respect to rodent inhalation studies done 
with smoke that would come off a cigarette, let's 
say, all of these effects are reversible when the 
animal is removed from the exposure? 

A. Yes, under the conditions of the study that we 
used. 

Q. Is there a relationship between the hyperplasia 
effect or the metaplasia effect found in rodents and 
human lung tissue? 

A. Well in terms of — I don't know of an assay 
whereby you actually specifically have measured under 
controlled exposures human metaplasia and 
hyperplasia, so I really can't address that. If you 
want me to as a scientist address that question, I 
would need under controlled situations the same sort 
of demonstration of an effect. Obviously those 
studies are not ethical, and obviously you can't 
really make those associations directly. 

Q. Well does that finding in animals suggest 
anything to you as a scientist about the effect of 
cigarette smoke on human lung tissue or, put another 
way, would you infer anything from this finding in 
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rodents for the effect of cigarette smoke in humans? 

MR. FOWLER: Object to the form of the 
question. I think it's vague. 

A. Yeah, it would be very difficult. Conditions of 
exposure with these animals are consistent six-hour 
days and continuous exposure of relatively high 
levels, and the effects are those of irritation, 
which can commonly occur in animals. Even under a 
situation of a cold, irritation can occur. So there 
are various reasons why you can get irritation and so 
it is a normal effect, but it is one that we are 
looking at in the context of these studies right 
now. 

Q. Does it have any meaning, as you basically 
understand the experiments and the studies and the 
findings today, for humans; that is, this 
hyperplasia, metaplasia finding? 

A. Two sides of that. Let me see if I can explain 
this. There — it does not have meaning relative to 
associating it with human conditions. You can't 
associate a controlled laboratory experiment in that 
way with the human conditions. They're different 
situations, different animals, different exposures. 

However, what you can do is that you can measure 
in an animal an effect, and when you take that effect 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 


http://legacy.library.ucsf.®du/tiel/gtioO5a0©/pd!f idustrydocuments.ucsf.edu/docs/lkxd0001 



1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


CONFIDENTIAL 

50 

and an effect from various other assays, you can use 
those as indicators in a testing battery, and the 
testing battery is one that we use commonly. And the 
intent here is not to associate it with the human 
condition. The intent here is to do scientific 
studies to develop an understanding and reduce the 
effects in all of these assays, and you can't take 
just one. 

Q. You don't study rats to find out what cigarette 
smoke will do to rats, do you? 

A. That's correct. 

Q. Okay. You do it so that you can hopefully find 
something in the rat that will help explain something 
about the effect of cigarette smoke in humans? 

A. Right, but if you can't and you don't have an — 
a rat inhalation test that produces a tumor in the 
lung of the same cell type under dose/response 
conditions, you don't have the appropriate indicator 
to relate it to the human condition. And so what you 
have to do is use various other assays, as are 
commonly used in toxicology, as indicators when you 
don't have that particular test. 

So therefore, there is a missing piece here, and 
the — the relationship isn't — isn't there between 
these tests and the human condition, but you can use 
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1 these tests and scientists do use these tests as 

2 indicators of directional change. I want to, on one 

3 hand, not minimize what I think are important tests. 

4 On the other hand, I want to make sure and make it 

5 very clear that, you know, a change in a salmonella 

6 assay or a irritation in a inhalation test cannot be 

7 related to the human condition per se because you're 

8 looking at different endpoints. 

9 Q. None of the rodent inhalation studies that 


10 

Philip Morris has done have produced tumors in the 

11 

animals? 


12 

A. 

None of the inhalation studies have 

produced 

13 

tumors in the target organ called the lung. 

14 

Q. 

Have they produced tumors anywhere? 


15 

A. 

There was one study that produced a 

nasal 

16 

response. 


17 

Q. 

A tumor? 


18 

A. 

I think there were in — in the group maybe one 

19 

or 

two. 


20 

Q. 

Tumors? 


21 

A. 

Tumors, nasal tumors, in a lifetime 

study. 

22 

Q. 

Was that study published? 


23 

A. 

I don't recall. 


24 

Q. 

When was it done? 


25 

A. 

Probably in the '70s. 
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Q. And what was the population? What was the size 
of the study? 

A. I — we've done over a hundred, and I — I would 
not want to even hazard a guess at the specific 
numbers. 

Q. Were you personally involved in that? 

A. No. 

Q. Done before your time? 

A. That's correct. 

Q. From your familiarity with that study, was the 
incidence of nasal tumors followed up? 

MR. FOWLER: Object to the form of the 

question. 

A. Well I would — I would have to — nasal tumors, 
especially in the conditions that we're talking about 
with these animals over a lifetime, could be an 
artifact of the study, and — and therefore, you 
know, in terms of follow-up, I — I don't think it is 
valuable to follow up on something that isn't the 
correct response, number one. 

Number two, in terms of these studies, tumor 
does not mean cancer. As in mouse skin painting, you 
can get tumors that are not cancerous, and I would 
again have to go back and take a look and see what 
the specific data was, so I would just want to 
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caution on that. 

Q. Right. With regard to the nasal tumors found in 
these couple of animals, as far as you understand it, 
was that finding dismissed as artifactual? 

A. I again would have to go back and — and talk to 
the people that were involved at the time. 

Q. Who were they? 

A. INBIFO. 

Q. And it was in the '70s you think? 

A. Uh-huh. 

THE REPORTER: Your answer? 

A. Yes. 

Q. With regard to the rodent inhalation studies 
that were done, how many such studies were there all 
told? 

A. Where? I'm — inhalation in-house, outside? 

Q. Yeah, in-house. 

A. Wow. 

Q. Either Stateside or in INBIFO. 

MR. FOWLER: I'm sorry, just a second. So 
we're talking about Philip Morris inhalation studies 
in rodents? 

MR. SILBERFELD: Right. 

MR. FOWLER: Okay. 

A. Inside INBIFO? 
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Q. Well INBIFO or — 

A. Close to a hundred. 

Q. — in the United States. 

A. We personally did not have facilities. I 
emphasized that specific facilities for specific 
pathogen-free air intake need to be — need to be 
used in these particular studies. Inhalation studies 
require special facilities, pathogen-free facilities, 
so that you don't have sick animals. 

If you have sick animals, you have potentially 
artifacts, so in these facilities there was a 
specific pathogen-free environment set up and 
created, and since that inception there have been 
about a hundred inhalation studies. 

Q. And this is all at INBIFO? 

A. Are you asking have all of our inhalation 
studies been done at INBIFO? 

Q. All of the pathogen-free ones. 

A. No. I would assume that other — other 

facilities like Lovelace and other facilities have 
developed those capabilities also. It would not be 
under current — back in the '60s when inhalation was 
done, there were issues with — with the quality of 
the study design. 

The other issue is the delivery of the smoke 
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because of the generation of the smoke that's needed, 
the fact that you wanted to create it and have it be 
as similar as possible to what comes out of the end 
of the cigarette. That is not easy in terms of the 
method of delivery, so methods had to be developed 
and a lot of work was done especially in the late 
'60s and the early '70s, and the focus of the work 
was both on the delivery of the smoke and on creating 
animal environments where the animals could be 
exposed over long periods of time in the absence of 
pathogens. 

Q. You mentioned a Lovelace facility. Where is 
that? 

A. It's in Texas. They have published recently in 
the area and do a lot of work with smoke. 

Q. That's an in-house Philip Morris facility? 

A. No, it is not. 

Q. Oh. 

A. It's independent. 

Q. What's the name of the facility? 

A. Lovelace, L-o-v-e-l-a-c-e, Witchi and 
Dr. Finch. 

Q. Doing work under contract for Philip Morris? 

A. No. 

Q. Independently? 
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A. I don't know who their funding is from. 

Q. With respect to the rodent inhalation studies 
that Philip Morris has done, I take it one of the 
purposes of them was to have the smoke that the 
rodents inhaled replicate cigarette smoke to the 
greatest extent possible that humans inhale? 

A. One of the — one of the goals, yes, is to 
create the same situation such that you'd have the 
chemistry as close as possible and as fresh as 
possible. You didn't want the smoke to be traveling 
through a long tube. You didn't want to be losing it 
on the sides of the tube, and so there were great 
technological issues with this because you would 
actually be qualitatively changing the smoke and the 
exposure to the animals. 

Q. Is it understood whether cigarette smoke of the 
kind that humans inhale has a similar or same effect 
on the lung tissue of rodents as it may have in 
humans? In other words, are those comparable 
tissues? 

A. Would you repeat that question? 

Q. Sure. You can just read it if you want. 

MR. FOWLER: "Is it" — it's hard to 
understand. "Is it understood whether cigarette 
smoke of the kind that humans inhale has a similar or 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 


http://legacy.library.ucsf.®du/tiel/gtioO5a0©/pd!f idustrydocuments.ucsf.edu/docs/lkxd0001 



1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


CONFIDENTIAL 

57 

same effect on the lung tissue of rodents as it may 
have in humans? In other words, are those comparable 
tissues?" 

And I'd have to object that the question is 
compound and vague. 

Q. Do you understand? 

A. Yeah, well there's a number of questions within 
that question. Is the lung of the rat comparable to 
the lung of the human? 

MR. FOWLER: Answer that question. 

A. Yes and no. Yes, they're both lung tissue, but 
like I said earlier, a rat has certainly different 
metabolism and — and genetic makeup, so they — they 
are not obviously identical. 

Could you read back the other part of the 
question. 

MR. FOWLER: Could we just go to another 

question? 

MR. SILBERFELD: Yeah, sure. 

MR. FOWLER: Thank you. 

Q. In terms of the effect of cigarette smoke on the 
lung tissue of rodents, does the particle size of 
cigarette smoke matter compared to humans? 

A. Does the particle size of cigarette — are you 
talking about in terms of the testing? 
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Q. Yes. 

A. In terms of the testing, the cigarette smoke 
would be generated from a cigarette and the particle 
size would be comparable. 

Q. Is the particle size of a size that will reach 
all lung tissue in the respiratory tract of a mouse? 
A. Well herein lies one of the issues with — with 
animal studies. There are physical differences 
between animals. We don't have mice inhaling with 
cigarette smoke as — as human — humans do, so there 
have been head-only studies and there have been 
whole-body studies, and there are confounding factors 
in those. In the head-only or nose-only studies, a 
cone is placed over the — the animal's nose and 
they're confined. There are factors of stress in 
those situations. In the whole-body studies you have 
absorption of material on the fur and there is 
ingestion. 

So there are confounders, but generally speaking 
the dose of material in those animals and the 
particle size and the chemistry of that material 
is — is — is as comparable as it can reasonably 
be. 

Q. Is it changed in any way to allow for the 
differences between the respiratory tract of a rodent 
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and the respiratory tract of a human being in terms 
of particle — 

A. Is what changed in any way? 

Q. The particle size. 

A. No. The particles are generated from a 
cigarette, cigarettes, in a smoking machine. To my 
knowledge, it's not changed in any way, no. 

Q. From what you understand about the anatomy of a 
rodent — 

A. Right. 

Q. — of the kind that you use in your experiments, 
would you expect the particle size to be sufficiently 
small to reach the areas of the respiratory tract of 
the rodent that might be implicated in disease? 

A. There are nasal turbinates in — in these 
animals basically where the smoke would basically be 
affecting; however, in our studies, in our histology 
of those animals, those sites are looked at, so it 
is — it is part of what we're looking at in these 
studies. 

Q. Does the particle size of cigarette smoke used 
in your rodent inhalation studies permit, based upon 
your studies of these animals once they're 
sacrificed, the smoke to reach the deep lung tissue 
of the rodents? 
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A. You're — you're — two different questions 
here. There's the anatomy of the animals and the 
differences, and you're asking is the particle size. 
The particle size is — the smoke is generated in the 
same way. The particle size is such that it can be 
inhaled; however, because of the anatomical 
differences, there are — there — some of the 
particles and some of the smoke impacts and affects 
the nasal terminate — turbinate area, but it can be 
inhaled, yes. 

Q. Do you have any evidence to indicate that the 
smoke that's used in the rodent inhalation studies 
actually reaches the deep lung tissue? 

A. Yes. 

Q. What is that evidence? 

A. Well there's biochemical evidence. There's 

histopathology evidence. 

Q. With regard to any of these rodent inhalation 
tests, have any of them been done in Belgium? 

A. Yes. 

Q. Where? 

A. In Brussels, Belgium. 

MR. SILBERFELD: Okay. Why don't we 

stretch. 

MR. FOWLER: If I could just ask one 
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clarifying question, when you said these — have any 
of these studies been done in Belgium, you're talking 
about Philip Morris studies? 

MR. SILBERFELD: Yeah. 

MR. FOWLER: Okay, thank you. 

(Recess taken.) 

BY MR. SILBERFELD: 

Q. Dr. Ellis, returning to the subject of the 
animal work we've talked about, the monkeys and the 
rodents, let's go to the mouse painting work. Has 
any of the mouse painting work done by Philip Morris 
internally produced any adverse effects in the mice? 
A. There have been effects similar to those that 
have been reported in the literature. You see — you 
see tumors, again not necessarily cancers, but 
tumors, when painting large quantities of smoke on — 
on the back of a mouse over a long period of time. 

Q. Is any of that work such that one can infer 
something for humans from the mouse painting 
experiments done by Philip Morris? 

A. Yeah, well let me make that even a more general 
question because we're talking about not that they're 
done by Philip Morris, but the technique per se, and 
we're talking about the technique of mouse skin 
painting and its relevance. The issue with mouse 
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skin painting is, first of all, in terms of the 
material that's tested, it isn't the correct form of 
smoke obviously. It's — it's stored and handled 
over a long period of time, and there are chemical 
changes that occur in that period of time. 

You also have a vehicle by which you are adding 
acetone or something to it to apply it. You are 
putting it on a mouse in large quantities. You're 
putting it on the wrong organ. You're delivering it 
in a different way. The volatiles are not there. So 
it is a incorrect form, incorrect tissue and probably 
not a representative chemistry and form of the 
material. 

Q. Why do it at all? 

A. Well that goes back to two issues. First of 
all, it was a measure at the time and it was largely 
done before again the methodology for inhalation was 
developed to the extent that it did get developed, so 
it was a measure and it was difficult to understand 
some of the results because it was a very complex 
situation. We — we try to look at various things 
and — and look at quantitative differences, and if 
you can get quantitative differences, we try to then 
find out why. 

And so in that particular measure, it was used 
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to try to look at various fractions and components in 
smoke, but that is again, you're right, the 
limitation. You're looking at that one endpoint, but 
that's the same limitation you would have for any 
particular study design that isn't designed to have 
the same endpoint per se as you would in relating it 
to any particular human situation. 

Q. Do the results of skin painting experiments or 
studies have any meaning whatsoever for humans? 

MR. FOWLER: Object to the form of the 
question, but you can answer. 

A. Well, I wouldn't say they had no meaning. I 
think that they provide information. I — but I — 
the — if you're — if you're asking do they have 
meaning in terms of direct relationships to human 
conditions and situations, no, you can't say that. 

Do they have meaning in terms of does it give 
scientists information potentially by which to have a 
quantitative endpoint to study and learn different 
things? I think it does. 

Q. Do mouse skin painting experiments assist at all 
in making a determination as to whether or not 
smoking causes lung cancer, in your mind? 

A. Yeah, well, again I think — I think the 
important thing here is to take a look at the context 
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in which they were used at the time in which they 
were used. They were used to look at the chemistry 
of smoke, and in that context, that was their 
specific role. I do not believe it was even intended 
to be used to — to look at the relationship with the 
human. 

So I hope I answered your question. If I 
didn't, you can repeat it. 

Q. That's okay. 

A. Okay. 

Q. Looking at the body of information that your 
company has gathered from the monkey inhalation work, 
the rodent inhalation work and the skin painting 
experiments in mice, does that body of work assist at 
all in making a determination, in your mind, as to 
whether or not there is a cause-and-effect 
relationship between smoking and lung cancer? 

A. The issue here is — as we go back to the vinyl 
chloride example, the issue here is that you 
absolutely I think have to have the appropriate model 
in order to make that relationship, and you have to 
have a number of different data points. In other 
words, you have to have a relationship in the human 
population. You have to have a demonstration in the 
laboratory of the — the correct tumor in the correct 
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organ and a dose/response based on exposure in a 
controlled condition, and then I think you also need 
to understand why that is, is it plausible given 
those circumstances, because even in laboratory 
studies you can get situations because they are 
artificial conditions; stress of the animals, diet 
has an impact. You have to have an understanding of 
the mechanism and the plausibility of what's going 
on. 

So those are the issues, and to date we don't 
know what causes cancer as a disease per se. It's 
multifactorial. It's very complex, so that is 
another factor that I think that we all have to keep 
in mind. 

Q. Would you regard cigarette smoking as a 
substantial factor in the development of lung cancer 
in humans? 

MR. FOWLER: Object to the form of the 
question, in particular the use of the phrase 
"factor" — or the word "factor." 

Q. As you used that term earlier. 

A. I understand. I don't — in — in putting those 
words together, you can't do that with the 
information that's available. The term "factor" I 
used was related to specific studies where you were 
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actually quantitatively trying to look at various 
factors and controlling for them. Okay? But you 
can't really determine that unless you know all the 
factors. You — you can't determine that unless you 
know what's going on in the progression of the data 
that you would have to get to that endpoint. In 
other words, if you don't know the mechanism, you 
can't determine if it is a significant factor. If 
you don't have the animal data and — and test 
methodology that's appropriate, there isn't a way of 
determining quantitatively how significant that 
factor is. 

So when you're talking about significant 
factor — 

Q. I said "substantial," not "significant," if it 
matters to you. 

A. Okay. All right, "substantial." It's still a 
quantitative term, and if you're talking about that 
in relationship to relative risk, again you can't 
make quantitative determinations or the term 
"substantial" can't be used in the context of that 
because you're only looking at a very small piece of 
a picture. There's a big picture that needs to be 
made. 

Q. So is smoking a factor in the development of 
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lung cancer in humans? 

MR. FOWLER: Object to the form. 

A. Relative risk means that it could be a factor. 

It could be and it needs to be continued. Study 
needs to be done in order to delineate, and continued 
study is being done in order to delineate. Relative 
risk means that there is a statistical association. 
Determining that it is absolutely a factor requires 
controlled conditions in situations and an 
understanding of the mechanism. 

Q. Do you believe that that statistical association 
that has been described in the literature is a strong 
one? 

A. I think I answered that already when we 
looked — when we looked at the term "substantial." 

In that particular study, the way it was designed and 
the number that they got out, okay, there was a — a 
number of 22. Now in other studies there were 
different numbers, but you can't generalize that one 
study to the entire population. 

So I cannot make that determination based on 
the — the larger population. I cannot make the 
determination that that particular study condition is 
representative of the larger population. 

Q. So you can't qualitatively describe the 
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association for me at all other than to say that 
there is one; right? 

A. I can't quantitatively describe it. 

Q. No, I said "qualitatively." 

A. I know you did. 

Q. Can you qualitatively describe it for me? 

A. Qualitatively, in my definition of the word 
"qualitatively," there's a risk factor, that smoking 
has been identified as a risk factor in these 
studies. I think that, by definition, is a 
qualitative determination. 

Q. How big a risk is it? 

A. I don't know based on everything I've previously 
said. 

Q. And there's no way to know in your mind? 

A. There's a way to know if the appropriate studies 
and data were done. Okay? But there are missing 
pieces here, and that has to bring forth a huge 
question relative to any kind of quantitation in 
terms of risk per se to the general population. 

MR. SILBERFELD: Let's go off the record 
for a second. 

(Discussion off the record.) 

BY MR. SILBERFELD: 

Q. In terms of evaluating qualitatively the 
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statistical association between smoking and lung 
cancer, is it of significance to you that there are a 
number of studies of various populations of smokers 
that have reached the conclusion that there is this 
association? 

A. I think that that is important information, 
yes. I think it is, but I also think that one has to 
look at it for what it is, as I've described 
previously. It is — it is a demonstration in 
certain populations with a very complex situation and 
multiple factors. 

Q. In your mind, is there today, in 1997, a 
controversy, a medical controversy, as to whether or 
not smoking causes lung cancer? 

A. In terms of the best answer I have for that — 
for that question is, is that I believe that most 
medical doctors and — and physicians have made the 
determination that it — that there is a risk 
associated with smoking and that they would advise 
their patients not to smoke, no question about it. I 
respect, based on the data that's available, that 
that's commonly used information for physicians to do 
that and public health officials to do that. And 
that is one piece of information. 

Now if we go back to quantitatively trying to 
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determine risk or quantitatively trying to determine 
cause and effect, I think those are different 
situations and are not represented by the data that's 
available. 

Q. Well for purposes of affecting people's behavior 
on a going-forward basis, do you accept as true that 
smoking causes lung cancer? 

MR. FOWLER: Object to the form of the 
question. That's vague, and I'm not sure what it 
means actually. 

If you understand it, you can go ahead and 
answer it. I'm not sure — 

THE WITNESS: Could you repeat it, please. 
MR. FOWLER: I can read it. It says, "Well 
for purposes of affecting people's behavior on a 
going-forward basis, do you accept as true that 
smoking causes lung cancer?" 

And same objection of course. 

A. I'm not sure I really understand what you mean 
by "for purposes of affecting people's behavior." 

Q. You mentioned that doctors advise patients not 
to smoke. 

A. Right. 

Q. And they do that, do they not, based on a belief 
that smoking causes lung cancer and other diseases? 
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A. Okay. What's the question? 

Q. Do you accept that point of view as true for 
purposes of affecting people's behavior about not 
smoking? 

MR. FOWLER: Object to the form. 

A. I — I still don't understand. I'm really 
sorry. 

Q. Okay. Medical doctors, — 

A. Uh-huh. 

Q. — respected medical doctors, — 

A. Right. 

Q. — hold a view that smoking causes disease. 

A. Uh-huh. 

Q. Right? 

A. I believe there are those medical doctors that 
do hold that view. 

Q. Do you believe they're right? 

A. Determine the word "right." "Right" in the 
terms of their right to do so? 

Q. No. 

A. "Right" in terms of are they right or wrong to 
do so? You know — 

Q. Are they correct. Dr. Ellis? 

A. I — are they correct to do so based on the 
epidemiological evidence? I think it is appropriate 
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for them to — to educate their patients on all 
life-style risks. I think that is important, and 
I — I think that should be done. I think the public 
health community should have that information. 

Okay? And certainly with the warning labels on the 
pack since the '60s, that information is available. 

If you're saying is it right from the proven 
sense of that word, the data, as I've indicated 
before, there are — there are different levels of 
data that would be required from a scientific 
standpoint to prove cause and effect. 

Q. And one piece of the missing data is the 
appropriate animal model? 

A. And the other piece is basically — the other 
side of it is the mechanism. 

Q. Is the statistical association between smoking 
and disease in 1997 debatable, as you see it? 

A. From the relative risk factors that have been 
developed in the studies that have been developed, I 
certainly accept those studies and I believe that 
those — there are — there are multiple studies that 
demonstrate a relative risk. 

Q. Does that mean the statistical association is 
not debatable any longer to you? 

A. I don't think it's debatable — I mean, based on 
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the design of those studies, you can demonstrate 
relative risk, so I — I mean, those numbers exist. 

I don't see anything to debate. 

Q. And what is the meaning of a relative risk, as 
you understand that term? 

A. Again technically it's taking two different 
populations and looking at the incidence of disease 
in — in a test population versus a control, and 
again it — the results that you get from those 
studies is dependent on the control of the study for 
multiple factors. 

We know that the particular diseases we're 
looking at here or discussing are multifactorial, and 
since we don't fundamentally know mechanism or cause, 
it's very difficult to tweeze out the appropriate 
factors. There could be different factors that 
associate with each other, so in terms of technical 
communication or technical determination of cause and 
effect, you can't do that with statistical data. 

Q. I think you may have taken my question further 
than I intended. The relative risk of 22 we've been 
talking about for lung cancer in men, what does that 
number mean for a smoker, a current smoker, versus a 
nonsmoker? Do you have an understanding of that? 

MR. FOWLER: Object to the form of the 
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question as an incomplete hypothetical. 

A. Well that — I think I've made that point, that 
you can't take or go outside of that design of that 
study to generalize because there are certain 
controls that are put on that study. 

Q. I'm not suggesting we go outside of it. Within 
the study — 

A. Oh. 

Q. — there's a population of smokers and there's a 
population of nonsmokers. That's how you understand 
the studies to be done; right? 

A. Generally speaking, yes. 

Q. Let's take one of the studies that came to a 
relative risk of 20. 

A. All right. 

Q. What does that number 20 mean in terms of the 
implications for the smoker versus the nonsmoker 
within that study? 

A. Okay. Within that study the implication of the 
number would be again a calculation based on the 
endpoints that were being looked at, and again I'm 
not — you know, we'd need to look at specifically if 
it was mortality or morbidity or whatever, but it 
would be an indication of the specific endpoint that 
was being looked at relative to the control 
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population. 

Now what does that mean? In terms of those 
populations, there are a variety of factors. There 
are a variety of factors that may have been 
controlled for; i.e., through questionnaires, as I've 
indicated before. Some of that data is subjective. 
Some of that data is not determined analytically. 

Some of it's determined by questionnaire or a 
discussion of diet. There is no control diet. 

There's no control genetic makeup. 

And so it means that in that population with 
that selection and the way that particular study was 
designed, you were able to demonstrate statistical 
variation or difference between the two populations 
such that the incidence in one over the incidence in 
the other resulted in a figure of 20. 

Q. What a relative risk of 20 means is that a 
smoker is 20 times as likely to contract lung cancer 
as a nonsmoker? Isn't that what it means? 

MR. FOWLER: Object to the form of the 

question. 

A. No, because in the way you're phrasing that 
question, you're generalizing to the total 
population. 

Q. Within the study, comparing the smoker 
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population within the study to the nonsmoker 
population in the same study, what a relative risk of 
20 means is that the smoker has 20 times the chance 
of contracting the disease under study as the 
nonsmoker; right? 

MR. FOWLER: Object to the form of your 
question because it leaves out the other factors 
and — 

A. Yeah, I would have to — have to say that it is 
a very complex situation relative to — to that, and 
you can't just say it's just smoking. It means that 
that is representative of that population, and it's 
only one factor. There may be other factors that 
correlate with that population that aren't — you're 
not taking into account with your particular 
statement. 

Q. To the extent that the authors of the various 
studies that have looked at relative risk between 
smoking and nonsmoking populations and whether 
smoking causes disease, to the extent that those 
authors have described relative risk the way I have, 
are they wrong for doing it that way? 

MR. FOWLER: Object to the form of the 

question. 

THE WITNESS: I need that read back. 
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MR. FOWLER: I'm not very good at reading 
these, but I'll try it again. 

THE WITNESS: Whoever wants to try to read 

it. 

MR. FOWLER: Can you read that back. 

MR. SILBERFELD: Let me read it to you. 
(Discussion off the record.) 

BY MR. SILBERFELD: 

Q. Here's the question: To the extent that the 
authors of the various studies that have looked at 
the relative risk between smoking and nonsmoking 
populations and whether smoking causes disease, to 
the extent that those authors have described relative 
risk the way I have, are they wrong for doing it in 
that way? 

MR. FOWLER: Same objection. 

A. Then I'm going to have to go back to the way you 
have defined relative risk. 20 times more? 

Q. Yes. Isn't that what those studies say? 

A. Those studies — those studies say that and the 
authors — authors will — will report those 
numbers. 

Q. Uh-huh. 

A. But they also report other numbers and other 
risks. In — in many of those studies there are 
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other risks, and the issue with relative risk — and 
this may help to illustrate the point — is that if 
you add up all of the risks that have been identified 
and all of those numbers of 20, 22 or even 5, if you 
add up all of the risks that have been reported in 
any given study for a given disease, you'd have more 
people dying in the population than have died in that 
year. 

So therefore, there have to be interactions and 
associations between those risks, so that number 20 
cannot stand alone relative to smoking. There are 
other factors involved. And I hope that explains — 
Q. Okay. 

A. — my point. 

Q. To the extent that the authors of the various 
studies we've been talking about described the 
relative risks as being smoking alone; that is, 
smoking over the nonsmoking population in terms of 
the incidence of disease, are they wrong for doing 
so, for ignoring the other factors you described? 

A. I'm not — I'm not making a judgment call on 
them being wrong for doing so. I think it's totally 
appropriate to identify risks, to identify them 
and — and — and to in the context of the medical 
and public health community use that information for 
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communication purposes. 

What I have a hard time with is the quantitation 
of that number as it relates specifically to one 
particular factor because they cannot be 
disassociated. There are more things that are 
interacting. They're not single factors in 
themselves. They are interacting in a very complex 
situation. 

Q. Are you familiar with the term "attributable 
risk"? 

A. Yes. 

Q. Are you familiar with the method of calculating 
an attributable risk from a relative risk? 

A. I'm familiar with it, yes. 

Q. How do you do it? 

A. I — I would — I couldn't do it here today. 
Okay? But I am familiar with it. 

Q. Well are you familiar with the — the 
calculation as to how to do it generally? 

A. It has to do — and my understanding is that it 
has to do with trying to disassociate those factors 
that were measured relative to those particular 
studies, and that is substituting or subtracting out 
the confounding factors that were measured — maybe 
subjectively, but that were measured in that 
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particular study. 

Q. Are you familiar with a calculation of 
attributable risk that is relative risk minus one 
over relative risk is the attributable risk? 

A. I'm not sure I understand what you're — 

Q. I've just written it out for you as a fraction. 
A. Yeah, not specifically. 

Q. You're not familiar with that? 

A. No. 

Q. Define attributable risk for me, if you would. 
A. I just — just did. My understanding of 
attribute — attributable risk is when the study 
designer attempts to specifically tweeze out some of 
the confounding factors and other risks that were 
measured in that particular study, to then look 
specifically at the risk that's attributed to a 
specific factor. And so when factors are found to 
associate; that is, when this population has some 
commonality in terms of various factors, they then 
attempt to correct for that. 

Q. Have you seen any published literature that 
attempts to set an attributable risk for smoking and 
disease? 

A. Yes. 

Q. And what have you seen in that regard? 
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A. Well it's all over the — the literature. I — 

I mean, I've seen it, yes. 

Q. And do you accept that literature as well done 
scientifically? 

A. Let's — let's talk about what science is. If 
we're talking about statistical studies, that's, in 
my opinion, not pure science. Statistical studies 
are statistical studies. If you're saying is that 
appropriate scientifically, I think science really 
gets deeper than looking at surface-type 
relationships. I think there has to be some basic 
understanding of the cause, a quantitative 
understanding of the relationship rather than — than 
just the surface pieces here. 

Many of the people that — that work those kinds 
of data in fact are statisticians, and frequently 
many, many people don't have a fundamental 
understanding of the complexities that might be 
involved. So scientifically speaking, science, in my 
mind, is here. That is a representation or data 
demonstration of some qualitative assessments of 
different populations. True science is more specific 
and quantitative. 

Q. Do you reject attributable risk as a means of 
tweezing out, as you used the word, other confounding 
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factors? 

A. No, I don't — I don't reject it. I — I think 
that it's a tool that can be used, but I don't — 
because the first number isn't that good, it's not 
going to make that any better. The more calculations 
you do on a number that's not quantitative, I think, 
you know, and each risk that has a number associated 
with it has a variability associated with it, so when 
you finally get down to, you know, dealing with all 
those numbers, you're going to have a lot of 
variation. So that's one factor that I think is very 
important when we start manipulating data in those 
studies, and a lot of calculations are done and those 
variabilities do add up in those studies. 

So I think it's a tool. I think that 
epidemiology is important because it helps scientists 
identify what to study, but it is not the end all in 
terms of an understanding of fundamentally cause and 
effect and mechanism. 

Q. What is absolute risk? 

A. Off the top of my head today, I cannot provide 
that for you. 

Q. You've never heard that term before? 

A. I've heard the term before. 

Q. Okay. 
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1 A. Uh-huh. 

2 Q. Have you seen any literature that describes 

3 absolute risks for smoking and disease? 

4 A. Again off the top of my head today, I'm drawing 

5 a blank on that one. 

6 Q. Have you read the '89 Surgeon General report at 

7 any time? 

8 A. Yes. 

9 Q. Have you seen in there references to absolute 

10 risk? Does that refresh your memory in any way? 

11 A. Certainly those terms are used. 

12 Q. Do you have any understanding as to what they 

13 mean as you sit here today? 

14 MR. FOWLER: Objection, asked and 

15 answered. 

16 A. I — yeah, I — again I'm drawing a blank 

17 relative to being able to explain and recalling 

18 specifically the — the instances where I've seen 

19 that. 

20 Q. Okay. Over the course of, say, the last 17 

21 years that you've been with Philip Morris, about how 

22 many studies have you read that discuss whether there 

23 is a relationship between smoking and disease in 

24 humans? 

25 A. I couldn't quantitate. 
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Q. Over a hundred? 

A. Many, many. 

Q. Over a thousand? 

A. Certainly. 

Q. Okay. Have you ever read a study that failed to 
reach the conclusion or reach the conclusion that 
smoking did not cause human disease? 

MR. FOWLER: Hold on for a second. 

Q. Let me rephrase it because I — I garbled it 
up. 

A. Yeah. 

Q. Have you ever read a study that reached the 
conclusion that smoking did not cause human disease? 

THE WITNESS: Are you going to say 
anything, or do I — 

MR. FOWLER: No. 

MR. SILBERFELD: You just go ahead. 

THE WITNESS: Okay. 

MR. FOWLER: I'm going to object to the 
form of the question in that it's vague and broad, 
but to the extent that you can answer it, go ahead 
and try. 

A. If we're talking about human disease, we must be 
studying humans and looking at epidemiology, and 
there is certainly in the — in the literature many 
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studies that indicate that there is risk, relative 
risk, associated with smoking. So in those 
particular studies, yes, I've — I've — definitely 
the preponderance is that there is a relative risk 
associated with — with smoking. 

If you look at the scientific literature, then 
you will see that there are studies, many studies, 
that cannot substantiate the — both the mechanism — 
there's no understanding of that per se because of 
the complexities — and then the animal study 
situation. So disease, you'd have to look at humans 
and you'd have to look — be looking at the 
epidemiological studies, and yes, there are many 
studies that indicate that there's a relative risk. 

Q. Are there any studies that you've seen in the 
course of the last 17 years that reached the 
conclusion that there is no connection between 
smoking and disease in human beings? 

MR. FOWLER: Same objection as to overbroad 


and 

— and vague. 


A. 

Well to take it 

broadly, yes. 

Q. 

In humans? 


A. 

To take your — 

your question broadly, yes. 

Q. 

Name the study. 


A. 

There have been 

ETS studies that have not been 
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significant, for example. 

Q. Okay. Secondhand smoke? 

A. That's correct. 

Q. Okay. Put those aside. Cigarette smokers. 

A. Uh-huh. 

Q. Are you aware of studies in the last 17 years 
that have reached the conclusion that for cigarette 
smokers smoking does not cause disease in human 
beings? 

MR. FOWLER: Same objection, vague and 

overbroad. 

A. Well part — part of the problem is what you're 
saying is an epidemiology study is reaching a 
conclusion of cause and effect, which not all study 
reporters necessarily do articulate. They do 
articulate that there is an increased relative risk, 
but some of them may go so far as to say it's cause 
and effect, some of them may not. 

So to that degree, there — there may be those 
studies that do not represent relative risk as being 
an adequate measure of cause and effect. 

Q. Are you aware of any studies in human beings in 
the last 17 years for cigarette smokers themselves 
that reached the conclusion that smoking does not 
cause disease as an affirmative statement? 
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MR. FOWLER: These are studies done on 
human beings? 

MR. SILBERFELD: Yes, on or about human 

beings. 

A. Again you're asking for a negative, and that's 
a — 

Q. Sure. 

A. — lot of literature and I can't represent that 
I can sit here and recall specifically those 
particular words in many, many reports. I — I would 
not — I might have read something like that. I 
don't know. I — I — you know, that's — you're 
asking for a negative. 

Q. Are you aware of any study done, epidemiological 
study, on cigarette smokers compared to nonsmokers 
that has reached the conclusion that the relative 
risk of smoking for disease is not statistically 
significant? 

MR. FOWLER: Object to the form. It's 
broad and vague. Are you talking about at any level 
of smoking? 

MR. SILBERFELD: Excuse me? 

MR. FOWLER: At any level of smoking? 

MR. SILBERFELD: Any level of smoking. 

THE WITNESS: I'm going to have that 
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repeated, please. 

MR. SILBERFELD: Could you read it back. 
(Record read by the court reporter.) 

MR. FOWLER: And with the clarification 
that that's at any level of smoking. 

A. Geez, I have a hard time tweezing out, you know, 
time frame and everything else. I — I can't recall 
sitting here today studies because I've focused on 
those that have shown an effect; that is, of relative 
risk. 

Q. What's the — 

A. Some of the early studies that may not have been 
well controlled may have. I don't recall. I — you 
know, there's so many of them. I have notebooks full 
of these studies, so you're asking me to — to pick a 
needle in a haystack, and I'm having a hard time. 

I'm sorry. 

Q. Well why have you focused on the ones that have 
shown a relative risk? 

A. Well certainly, first of all, as a scientist, 

I — I have not focused on epidemiology. I will say 
that. I am focusing on the other two aspects of — 
of the picture I've described. The epidemiology work 
has been reported in the literature. That's being 
done. They require large studies. They require, you 
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know, different things. That's there. 

I am focusing on the other side of that picture, 
so I want to make sure that, you know, I represent 
that appropriately. 

Q. But you've read, at least according to the — 

A. Yes. 

Q. — submissions we've gotten from your 
counsel, — 

A. Uh-huh. 

Q. — hundreds, if not thousands, of articles about 
smoking and disease and smoking and other topics. 

A. Yes. 

Q. Okay. And I take it that in — in pursuit of 
that literature assessment, you were looking at not 
only studies that found a relative risk, but studies 
that didn't find a relative risk; right? 

A. Again I — I — you know, I — you're asking me 
to recall every single study I've read, and I — I 
just can't sitting here today recall specifically how 
many I found under one category and how many I found 
were not statistically significant at this point. 
There have been studies, there have been recent 
studies that I — I recall indicating differences 
that basically weren't significant, but they were 
under special study design conditions and I don't 
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want to misrepresent them in — in these — in these 
proceedings. 

Q. What study are you thinking of? 

A. There's a recent publication, Wynder and 
Hoffmann, relating the difference between 
adenocarcinoma and squamous cell carcinoma. 

Q. The difference between those two cell types and 
smoking? 

A. Yes, and it did not find, based on the data I 
saw, significant differences from an odds ratio of 
one. 

Q. What does that suggest about whether or not 
smoking causes disease? 

A. Well I'm not going to represent that it does, as 
I indicated, so you're asking me to do something that 
I already said I wouldn't do. But — 

Q. Well you used it as an example. That's why I 
asked you. 

A. I used it as an example because you were asking 
a specific question. 

Q. And what is it an example of, that study? 

A. You asked me if I ever found or saw or read 
papers that did not have significant data associated 
with smoking and disease per se. 

Q. And that particular paper reported no difference 
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between the squamous cell type and the 
adenocarcinoma? 

A. That particular paper did not indicate a 
dose/response with adenocarcinoma or a relative risk 
different from one per se in that the — in the graph 
that I recall. But again, the issue here is I'm 
trying to recall tons of data and I don't want to 
misrepresent it, so I'd have to — I don't recall 
specifically what's on the sides of the graph and I 
don't want to get into that level of detail. I feel 
like a — an encyclopedia per se. 

But in general — in general, there are many 
different ways of looking at the data, and sometimes 
you don't see significant effects depending on how 
you calculate it. 

Q. In the course of your training either at Bowman 
Gray or at Vanderbilt, did you learn that smoking 
causes disease? 

A. Well that again, we're going back to very 
general statements. 

Q. Right. 

A. I — I think that the bottom line here is, is — 
is back in those days, as I indicated, I was doing 
basic science work. I was not specifically studying 
smoking per se. 
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Q. What's the answer to my question? 

A. You — you asked me in my days at Bowman Gray 
and Vanderbilt did I do any studies relative — or 
was I aware of any studies or whatever — 

Q. No. The question was: Were you taught at 
either Bowman Gray or at Vanderbilt that smoking 
causes disease? 

A. No. 

MR. FOWLER: Object to the form of the 

question. 

Q. How about at the Medical College of Virginia? 

MR. FOWLER: Object to the form. 

Q. Did you learn there that smoking causes 
disease? 

A. No. 

Q. Are the publications that are listed in 
Exhibit 1310 — there's about a dozen or so — all of 
your publications? 

A. Yes. 

Q. Do you have anything in either galley form or 
that's been submitted for publication on any topic? 

A. No. There's one study that there may be an 
abstract represented but was not published at the 
time because it was a negative effect and we didn't 
understand why, and that — a draft of that has been 
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1 put together but has never been published. 

2 Q. What was that about? 

3 A. It was about feeding rats dihomo-gamma-linoleic 

4 acid, which is basically fish oil, and looking at the 

5 impact of that on blood pressure. 

6 Q. Other than deposition testimony and questions 

7 that you answered before the Congress of the United 

8 States, have you ever spoken publicly about smoking 

9 and health effects? 


10 

THE 

WITNESS: Would 

you 

reread that. 


11 please. 






12 

MR. 

FOWLER: Yeah. 

Now 

don't move it. 


13 

MR. 

SILBERFELD: It 

will 

if you do it. 

Go 


14 ahead and read it. 

15 (Record read by the court reporter.) 

16 A. No. 

17 Q. Have you ever written anything about smoking and 

18 health effects other than what you might have written 

19 and submitted to the Congress? I don't know whether 

20 you had a written statement then. 

21 MR. FOWLER: Object to the form of the 

22 question. You're talking about anything written that 

23 would have been made available publicly, a statement 

24 or something? 

25 MR. SILBERFELD: Uh-huh, publicly. 
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A. No. 

Q. Have you within Philip Morris written anything 
about smoking and health effects at any time? 

A. I have contributed to discussions and drafts on 
certain topics, yes. 

Q. What topics? 

A. On addiction, on smoking and health in 
particular. 

Q. What form have those contributions taken? 

A. The form of those contributions have been in FDA 
submissions, in submissions relative to positions, 
discussions, any number of activities that we've gone 
under in the last number of years. I've contributed 
to those. 

Q. Anything else that you can think of at this 
time? 

A. Not that I can think of sitting here today, no. 
Q. As part of the congressional testimony that was 
given by Mr. Campbell — 

A. Uh-huh. 

Q. — you accompanied him. You recall that? 

A. Yes. 

Q. And there were requests made at the time of that 
testimony that Philip Morris, among others, provide 
some additional information after the hearing. Do 
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you recall that? 

A. Yes. 

Q. Did Mr. Campbell ask you to assist in the effort 
to provide that information to the Congress? 

MR. FOWLER: Object to the form. It's 
vague as to what information is being discussed. 

A. I did not have a communication with Mr. Campbell 
on that. 

Q. Did you regard it as at least partially your 
responsibility to provide to the Congress the 
information that the Congress asked for on the day 
that you were there? 

MR. FOWLER: Same objection. 

A. Again I don't know what information because I 
did provide some information, so I — it depends on 
what you're talking about. 

Q. Well do you recall what it was that Congress and 
Waxman and others asked that Philip Morris provide? 

A. Not all of it, no. I think there were a number 
of different points and requests. 

Q. Do you remember any of them? 

A. Specifically I don't recall, no. 

Q. Do you recall being asked by the Congress — 
"you" meaning Philip Morris — 

A. Uh-huh. 
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Q. — to provide any information that Philip Morris 
had about nicotine and addiction? 

A. I don't recall that specifically. 

Q. Did you personally in the time after you 
appeared before the Congress do anything to help in 
the process of providing information to the 
congressional committee? 

A. In the time after or before did you say? 

Q. After. 

A. After. Yes. 

Q. What did you do? 

A. Well I wrote a letter to — to Congressman 
Waxman and I participated at that time in a — in a 
series of data — data-gathering exercises, and that 
information went in a lot of different directions. 

So I — it's very difficult for me to ascertain what 
went where. 

Q. Was information ever provided to the Congress 
pursuant to the Congress's request? 

A. I believe so, yes. 

Q. By Philip Morris? 

A. Yes. 

Q. When? 

A. I don't know specifically when. 

Q. Who did it? 
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A. I participated in providing some of that 
information. 

Q. You're talking about the letter? 

A. The letter and obviously other data and 
information. 

Q. You know for a fact that it went to the 
Congress? 

A. I did not send it personally. I personally sent 
the letter. 

Q. Yes. 

A. I personally did that, but I don't know about 
the other submissions to Congress — 

Q. Do you know — 

A. — personally. 

Q. You know they were gathered? 

A. I know information was gathered. I know that 
boxes of material was de — delivered to the — to 
the steps. I know that for a fact. 

Q. How do you know that? 

A. Because I know that — I heard that people were 
saying that and the number of boxes of material that 
was delivered, and I know the process was in place to 
deliver material. 

Q. How many boxes? 

A. I'd say it was a truckload. 
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Q. That sounds like 50 boxes. 

A. It could have been. I couldn't quantitate, but 
it certainly wasn't just a few. 

Q. Using something on the order of 50 boxes or more 
may have gone to the Congress? 

A. Potentially, yeah. I know information was 
supplied, documents were supplied. 

Q. With regard to other depositions other than this 
one, how many cases have you been deposed in? 

MR. FOWLER: You're talking about tobacco 
litigation? 

MR. SILBERFELD: Yes. 

A. I'm getting confused because of yesterday. 

There was Mississippi. There was Broin. There was 
Florida, and then yesterday I believe there was a 
combination of Washington State and then Frosina 
and — for Frosina and Barnes. 

Q. What's Frosina? 

A. New York. 

Q. What's Barnes? 

A. Barnes is the former Arch case. 

Q. Okay. Pennsylvania? 

A. Right. 

Q. In this case a report has been submitted to us 
that consists of six pages. You've seen this 
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before? 

A. Yes. 

Q. Did you prepare this yourself? 

A. Well to the degree that I can — I can glance 
and don't want to — but I did believe I saw my 
signature. 

Yep. 

MR. FOWLER: Is this the report that you 
prepared in this case? 

THE WITNESS: Uh-huh. 

MR. SILBERFELD: Yes. Let's mark it as 
next in order. 

(Plaintiffs' Exhibit 1312 was marked 
for identification.) 

(Discussion off the record.) 

BY MR. SILBERFELD: 

Q. Was this report. Exhibit 1312, prepared 
completely by you? 

A. The best way I can represent this is that in the 
multiple number of expert reports and affidavits that 
I've done, various times pieces of different ones 
would be picked out and put together. I obviously 
don't determine how I'm to be used in the — in the 
context of any one case. However, I have put 
together my thoughts on a variety of issues, and then 
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basically it would be put together relative to the 
design of the other experts that would be provided. 

Q. You've put your thoughts together on a variety 
of issues, did you say? 

A. That's correct, topics that I would feel 
comfortable and competent to dis — to discuss. 

Q. You did that in writing? 

A. Certainly con — contributed to the — yes, 
those paragraphs. 

Q. And who did you write that to? 

A. I didn't write it to anybody. In the — in the 
context of developing these, developed certain and 
participated in the writing of the various paragraphs 
relative to these positions. 

Q. Participated with whom? 

A. I did not sit down with any one person. I 
would — would basically go through and outline some 
of the things that I was comfortable in, and I would 
get a report back in some cases as we progressed 
through. Various pieces were taken and put in 
different reports depending on the needs and were 
seen and determined relative to different cases 
because there were other people involved, so that's 
basically the best way of representing this. This 
wasn't an exercise where I sat down with anybody. 
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Q. Was there a beginning document either printed 
out or on your computer that contained all of your 
thoughts about all of the areas that you could 
potentially testify about? 

MR. FOWLER: Object to the form. 

A. No. No. There were discussions about areas 
that I would be comfortable in, and then there was 
work that I participated in in wordsmithing those 
areas. 

Q. Discussions with whom? 

A. With the lawyers involved in those cases 
obviously. 

Q. Not obvious to me at all, but thank you for the 
answer. 

A. Right. 

Q. Other than lawyers, have you discussed the 
substance of your testimony with anyone else, not 
just in this case, but generally? 

A. Have I — in what context? I mean, I have — 

Q. Any context. 

A. — technical discussions with a number of 
scientists. To the degree that technical discussions 
result in — in information and substance, you know, 

I — again — and this is one thing that I was 

very — very important to me to put in here, and that 
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is, is that information changes. I'm a scientist. I 
deal with scientists. I learn things at various 
periods of time. I know different things now than I 
did three years ago, and it's going to be very 
difficult for me to tweeze out what I know today 
versus what I didn't know last — you know, in the 
last decade. 

So it's very important that I think the total 
amount of information is used and that I keep up with 
the literature and the — and the information that's 
available. And to the degree that that involves 
reading literature and involving new ideas and 
thoughts and that involves discussing with my 
scientists various aspects, I do that as part of my 
day-to-day job and it's going to be difficult for me 
to separate those things out. 

Q. With specific reference to your work as an 
expert in this litigation — 

A. Yes. 

Q. And I don't mean to just limit it to Minnesota. 
A. Uh-huh. 

Q. I mean all of the state cases. Have you 
discussed the substance of your views with anyone 
other than lawyers? 

A. If you — 
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1 MR. FOWLER: If I could ask you for a 

2 clarification, do you mean as — 

3 MR. SILBERFELD: You can ask. 

4 MR. FOWLER: — it relates to litigation or 

5 are you talking about just generally? 

6 MR. SILBERFELD: I think I said as it 

7 relates to litigation. 

8 MR. FOWLER: Okay, got you. 

9 A. No. 

10 Q. Have you discussed at any time any of the issues 

11 In these cases with any person who's been retained or 

12 designated as an expert on behalf of the tobacco 

13 Industry? 

14 A. To the degree that some of the other experts may 

15 be people that work In R&D, I obviously interact with 

16 those individuals. To the degree that there are 

17 other experts, I don't even know who the other 

18 experts may be. 

19 Q. Do you know who Peter Rowell is? 

20 A. I — I understand Peter Rowell is an expert in 

21 nicotine. I've never met the man. 


22 

Q. 

Never 

spoken to him? 

23 

A. 

Never 

spoken to him. 

24 

Q. 

Don ' t 

know his views? 

25 

A. 

Not — 

- not particularly, no 
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Q. Don't know whether they comport with your own? 

A. Not particularly, no. I haven't spoken to him. 

Q. How about Zalman Amit, A-m-i-t? Do you know 

Dr. Amit? 

A. I don't even know what his expertise is. 

Q. Okay. Have you spoken to in-house people at any 
tobacco company other than Philip Morris about issues 
that relate to these cases? 

A. Well, you know, if — that's a very broad 
question. I mean, do we interact with other 
companies on, you know, if FTC measurements are part 
of this? You know, I can't say that we don't 
interact with other tobacco companies' scientists in 
the context of some meetings and other things. 

But if you're talking about specifically 
litigation and forming opinions on these issues, no. 
Q. When were you first asked whether you would be 
an expert in the Minnesota case? 

A. I don't recall. 

Q. Was it this year? 

A. I — I don't recall. I think I've evolved into 
some of these things, and I don't think there was a 
specific request other than obviously I signed this 
and it was very apparent that at this point I'd be 
involved. 
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Q. At least by July 1 when you signed this? 

A. Right. 

Q. And who was it that first asked you to be an 
expert witness in — in this case? 

A. I don't even recall. I've — I — most of the 
time John Mulderig does coordinate with various 
people in terms of experts or witnesses, so he would 
be the person that generally coordinates that 
information. 

Q. And — 

MR. FOWLER: And if I could — if I could 
just interject, you can tell him about the — not 
about the substance, but you can tell him about the 
procedure — 

THE WITNESS: Right. 

MR. FOWLER: — on these things. I think 
that's the agreement we have, is it not, in terms of 
discussions with lawyers? 

MR. SILBERFELD: Yeah. 

Q. Is he a lawyer? 

A. He's an in-house lawyer. 

Q. And he sort of acts as a coordinator of your 
activities as it relates to litigation? 

A. Well there are a number of people that might be 
involved in that in terms of scheduling and timing 
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and all that, but specifically John I think would be 
more of the individual that would be involved in 
designating or communicating anyway — I don't know 
if he decides. I don't know who decides, but in 
communicating with people that would be doing 
depositions or testimony. 

Q. How much time all told have you spent in 
preparation for your expert opinions in this case? 

A. Yeah, I've had this discussion many times 
before. There's no way I can tweeze out again the 
educational background with the 17 years of 
experience in — in — at Philip Morris. I — I 
would have to say that all of that is extremely 
important in terms of the background because indeed 
my expert reports relate to history, relate to what's 
known at various given periods of time and relate to 
what's been going on in R&D. 

So, you know, you — it requires a lot of 
reading. It requires a lot of understanding of the 
literature, both internal documents and — and those 
in the literature. 

Q. Specifically with reference to the materials 
we've been provided, there was a bibliography — 

A. Uh-huh. 

Q. — bibliography provided that seems to, from my 
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review of it, segment studies by decade. 

A. Uh-huh. 

Q. So there's a decade of before the '60s, the 
'60s, '70s, '80s and so forth. Do you recall that? 

A. Uh-huh, yeah. 

Q. Did you read every one of these studies? 

A. I've gone through every single one of them. 

Q. Specifically for purposes of these cases? 

A. I — not specifically for any one case. I've 
gone through looking at a history because it was 
determined that we needed to have — we needed to 
have a situation where people were obviously 
available and knowledgable in these various areas. 

Q. When did you begin that task, the review of the 
literature? 

MR. FOWLER: Object to the form of the 

question. 

A. I'd say a year and a half ago. 

Q. Okay. So about a year and a half ago — 

A. Uh-huh. 

Q. — you undertook the task of looking at the 
world medical literature on the subjects that are 
covered by the bibliography for purposes of 
acquainting yourself with what was in the studies to 
prepare yourself for potentially giving testimony? 
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1 MR. FOWLER: Object to the form of the 

2 question. 

3 A. Yeah, I — I — I would say that I continue to 

4 do that. I would say that's part of my job. I would 

5 say that a year and a half ago coincides with — with 

6 some other aspects in terms of what I think are my 

7 responsibilities. So I can't say that I would 

8 completely delineate that my work in this area is 

9 specifically focused on — on litigation. I think 

10 that I learn things from many different sources, and 

11 one of the sources I have are my scientists internal 

12 to the company. They do a lot of work. They do a 

13 lot of analysis themselves, and that is a very 

14 important resource to me. I'm only one person. 

15 Q. What happened about a year and a half ago that 

16 made — 

17 A. My position changed. 

18 MR. FOWLER: Now let him answer — ask his 

19 question. 

20 THE WITNESS: I'm sorry. 

21 Q. What happened about a year and a half ago that 

22 caused this review and analysis to become more a part 

23 of your responsibilities? 


24 

A. 

My position 

changed 

25 

Q. 

From what to 

what? 
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A. I was the vice president of product development 
and became the vice president of research and 
development. 

Q. Who prepared the bibliography itself that is 
attached to your expert report? 

A. I have one on my computer. That may have been 
redone or retyped. I'm not sure. But I'm not sure 
if that's exactly what's on my computer. 

Q. Well let me show it to you. 

A. Well it's not my computer. It's my assistant's 
computer, so — 

Q. Somebody's computer. 

A. — sorry, but in my office. 

Again I — I don't know. I couldn't make a 
determination of what computer this came off of. It 
could have come off of hers. It may not have. I 
have — all of these basically I know are documents 
I've been through and have been in the progress 
changing that. As you have well known and seen, that 
I've added articles, so there are many different 
drafts of this. At one point there were many 
different sections that were then put together. 

So I — I really don't know which draft this was 
or where it came from. 

Q. But you yourself have read every one of these 
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studies or articles? 

A. I have been through every single one of these 
studies. 

Q. Through them or studied them or read them? 

A. Some variation of all of those. Okay? 

Q. Okay. And have you made notes about each one? 

A. Not specifically, no. 

Q. Have you made notes about any of them? 

A. Some of — some of the — have I made notes 

about them? Geez, I've — I've had some summaries 
done recently from other people, and there has been a 
variety of input of information from other people. 

Q. Does that mean other people read the articles 
for you and gave you — 

A. No. 

Q. — a summary of it? 

A. Those, no. 

Q. Something else? 

A. Yes. 

Q. What? 

A. Because — because in the progress of my review, 
questions come up in my head, and I would go and ask 
questions and say, "Find out this" or "Find out 
that." And to that degree, I would get that 
information from other people. 
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Q. Okay. So one source of information — I just 
want to get the universe. 

A. Yes. 

Q. One source of information is the bibliography 
that we have before us? 

A. Yes. 

Q. Another source of information is the additional 
bibliography which was faxed to us and I got just a 
few days ago? 

A. Right. 

Q. A third source of information is information 
which was given to you by others where you had a 
question in your mind and asked people to research 
something? 

A. Yes. 

Q. Okay. As to that third body of information, 
people went and did research and then reported back 
to you either orally or in writing about what they 
found? 

A. Yes. 

Q. And to the extent they reported that in writing, 
where is that information? 

A. Well I would have that information, but in some 
cases — this is my problem — I don't know what I 
will be asked. I know that all of the documents or 
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all of the association with R&D is an area that we 
could fill this room with, and depending on where the 
questioning goes, different ones may be operative. 

So we could — we could fill the room with 
documents, but — and some of the requests I have are 
normal day-to-day business requests and it is — I 
don't know how to tweeze again those two issues 
apart. Part of my experience is my job, and my job 
on a day-to-day basis is dealing with scientists and 
dealing with other issues. I learned things from 
regulatory situations in Massachusetts and hearings 
there. Now to the degree that I might bring that up, 
I might because I know about it. 

But I really don't know specifically, you know, 
what's what. I have a body of knowledge that comes 
from a number of different sources, and I'm trying to 
represent the — the breadth of it. 

Q. To the extent that you asked others to do some 
research on a question that's raised in your mind 
from your review of the literature, how many times 
has that happened? 

A. I can't — I can't even — again this has been 
going over such a long period of time. I — I am 
educating myself. I am — I feel it is my 
responsibility to know this information, and so there 
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are two different aspects here. It's part of my job 
to know this information. So to that degree, I'm not 
really sure I can — I can delineate what will go to 
any one specific situation, trial, testimony or 
whatever. 

Q. When you say it's part of your job, do you 
regard it as your responsibility as the vice 
president of research to understand, as best you can, 
the world literature on smoking and health effects 
unrelated to litigation? 

A. Yes, yes. I — I believe very much so that one 
of the roles of R&D is to provide scientific 
information to the corporation. Now I'm not saying I 
would necessarily be the best sort — source of that 
information on every single topic. That's why we 
have other scientists in R&D with specific expertise 
that I — that I do rely on. I mean, there are 
people there that have years of experience in many 
different areas, and I do rely on them in the 
day-to-day course of business. 

So, you know, that is an important source of 
information, and I would use them and I would use the 
literature and I would use our internal studies, and 
it is the whole breadth of knowledge and data in 
that. 
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Q. Would you regard it as the responsibility of 
your predecessors in research to also have kept 
abreast of the world medical literature on smoking 
and health effects? 

MR. FOWLER: Object to the form of the 
question. It's vague as to what predecessors in 
research are being referred to. 

MR. SILBERFELD: Go ahead. 

MR. FOWLER: If you can answer the 

question. 

A. Well I think there are two issues there. I 
think that it depends also on the individual's 
expertise as to whether or not they have the 
background to do that sort of thing. In situations 
where they didn't, I think other people with 
expertise were — were performing that function. 

Q. Such as whom? 

A. I'm — such as whom in what situation? I'm not 
sure I understand. 

Q. You're saying people with expertise. Who are 
the people that had expertise before you? 

MR. FOWLER: Objection to the form as 

vague. 

A. Before me, I don't understand your question. 

Who are the people that had expertise before me in 
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what? 

Q. In keeping abreast of the world medical 
literature on smoking and health effects. 

A. Who are the people that performed that function 
in R&D? 

Q. Uh-huh. 

A. There are people that perform now that function 
in various aspects of it, other scientists that 
are — are looking at various specifics relative to 
those issues. And that has been going on. Like I 
said, I just said, I don't — I'm one person and 
there are a lot of different technical areas that 
touch on to the topics we're talking about. It 
requires a lot of work and it requires a lot of 
expertise in a number of different areas, and I think 
one person, you know, can understand the — the 
general concepts and understand the generalities 
and — and the specifics in some key areas, 
especially as it relates to smoking. 

To understand all the studies that were ever 
done in epidemiology, for example, would require an 
epidemiologist per se, all the studies. To 
understand the studies that were done in smoking I 
think is where I've focused. 

Q. In 1980 when you joined the company, was there a 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 


http://legacy.library.ucsf.®du/tiel/gtioO5a0©/pd!f idustrydocuments.ucsf.edu/docs/lkxd0001 



1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


CONFIDENTIAL 

116 

person who, to your mind, understood the health 
effects of smoking? 

A. There were people that were assigned and I think 
performed that function, yes. 

Q. Who was it in 1980? 

A. In 1980 those individuals were, to my 
recollection, Tom Osdene, Jim Charles, Bob Pages and 
Bob Carpenter. 

Q. Now unrelated to this litigation I take it you 
spend some part of your workday looking at medical 
literature. 

A. Yes. 

Q. Do you have a habit and custom when you do that 
of either highlighting important parts of it with a 
highlighter or making margin notes or making notes on 
a separate piece of paper or on a Post-It? Do you 
have a habit in that regard? 

A. Not particularly. I do highlight occasionally, 
but not — not necessarily all the time. 

Q. Okay. In your work that you did in analyzing 
the bibliography that's been provided to us in this 
case, did you at any time make any margin notes or 
highlights or separate notes about the studies that 
you looked at? 

A. I think I can recall one situation where I might 
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have done that, one. 

Q. Which study was that on? What was the 
situation? 

A. It was a study on — in the last year on a 
nicotine-and-addiction-related topic. 

Q. And what note did you make about it? 

A. That I didn't think that the conclusion was 
supported by the data. 

Q. Which study was it; do you know? 

A. I don't recall specifically, but I do — in my 
head can — can see my note. 

Q. Was it in the original packet of the 
bibliography or in the most recent one? 

A. I really — I really don't know. If I don't 
know the article, how can I — I don't know which one 
it was in. I suspect it was later. It was probably 
in — in this one here. 

Q. This bibliography was all work that you looked 
at before July 1? 

A. Yeah. 

Q. And there's a page at the back, the very last 
one at least in my set, that's titled "TWG REPORTS." 
A. Uh-huh. 

Q. What does that refer to? 

A. The Tobacco Working Group, the NCI, National 
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Cancer Institute, Tobacco Working Group reports. 
There's a decade-long study that was done, and 
basically there were four reports and a summary 
report and they were published. 

MR. FOWLER: Have we marked this as an 

exhibit? 

MR. SILBERFELD: I was about to. 

MR. FOWLER: Okay. 

MR. SILBERFELD: Let me mark as 1313 the 
entire packet of bibliography materials that were 
submitted to us with your original report as of 
July 1. 

(Discussion off the record.) 

(Plaintiffs' Exhibit 1313 was marked 
for identification.) 

BY MR. SILBERFELD: 

Q. And then let me show you the supplemental 
submission that was received with a letter from 
counsel by us on the 19th or thereabouts of this 
month, sometime in the last week. Let me just show 
it to you. Dr. Ellis, ask you if you recognize that. 
There are actually several parts to it, so do take a 
look at it. 

A. Uh-huh. 

Q. Have you had a chance to look at it? 
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1 A. Yes. 

2 MR. SILBERFELD: Let's mark this as 1314. 

3 (Plaintiffs' Exhibit 1314 was marked 

4 for identification.) 

5 BY MR. SILBERFELD: 

6 Q. With respect to Exhibit 1314, are these studies 

7 that are described in the first 16 pages of the 

8 document ones that you looked at between July 1 and 

9 today? 

10 A. Yes. 

11 Q. And are any of these studies, since they go back 

12 to the 1970s, at least some of them, studies that 

13 were not available to you prior to July 1? 

14 A. No, but in the progress of my — my review, I 

15 would concentrate on certain aspects. As you pointed 

16 out, this first bibliography was more of a historical 

17 aspect, and now I'm getting into areas where I look 

18 at a particular topic. 

19 Q. On the 16th page of the exhibit — 

20 A. Uh-huh. 

21 Q. — there is a list of Philip Morris documents. 

22 Do you see that? 

23 A. Yes. 

24 Q. Who selected those documents? 

25 A. I did. 
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Q. How did you select those or why did you select 
those? 

A. I selected those because they were documents 
that I thought represented a particular point, 
internal documents that I think represented a 
particular point in a particular section of work that 
was being done at Philip Morris. While they're not 
the entirety of documents, I think they represented 
what was being done on a certain topic. 

Q. And the last section of Exhibit 1314 is about 15 
or so pages — 

A. Uh-huh. 

Q. — of INBIFO/CRC publications — 

A. Right. 

Q. — since 1974. 

A. That's correct. 

Q. Who ordered this to be compiled? 

A. I did. 

Q. When? 

A. I don't recall. There might be a date on 
there. 

Q. I'll show it to you. 

A. Okay. It says — it says December 6, 1996. 

Q. Is that when you requested that this be 
compiled? 
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1 A. Probably, yeah, or probably way before that or 

2 before that. 

3 Q. When did you receive it? 

4 A. Me specifically, I'm not sure. It was compiled 

5 at that time. It could have gone to somebody else, 

6 and I may have actually gotten that at a later time. 

7 I'm not sure. 

8 Q. What — 

9 What was it that you asked be done when you 


10 

asked that this be compiled? 



11 

A. 

What I asked be done is that a 

— a list of all 

12 

the 

publications ever emanating from INBIFO and 

CRC. 

13 

Q. 

Okay. So you wanted a list of 

everything 

that 

14 

had 

been published? 



15 

A. 

Correct. 



16 

Q. 

Not the unpublished? 



17 

A. 

Not the unpublished. 



18 

Q. 

Is there unpublished? 



19 

A. 

Yes. 



20 

Q. 

From both INBIFO and CRC? 



21 

A. 

Oh, yes. 



22 

Q. 

Have you looked at that with reference to 


23 

smoking and health? 



24 


MR. FOWLER: Hold on for 

one second. 

Are 

25 

we 

talking about published articles 

or just — 
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1 THE WITNESS: Reports? 

2 MR. FOWLER: — research reports? 

3 MR. SILBERFELD: Research reports. 

4 A. There are — there's a report that is generated 

5 at the conclusion of every study, and those reports 

6 are bound in the final sense. They're our 

7 preliminary reports, and that is part of our ongoing 

8 work process. 

9 Q. Have you collected any unpublished internal 

10 reports for purposes of your assessment of the 

11 smoking-and-health issues and nicotine and 

12 addiction? 

13 A. I've not collected unpublished internal reports 

14 for these purposes, no. I've — over — over the 

15 years I've had in my possession and in my files 

16 reports from INBIFO, preliminary reports and final 

17 reports and presentations from INBIFO. 

18 Q. With respect to this listing of studies done at 

19 INBIFO and CRC, have you actually read the studies 

20 themselves or just had the list compiled? 


21 

A. 

I have not read all of those publications 

22 

Q. 

Have you read any of them? 

23 

A. 

Yes. 

24 

Q. 

Which ones? 

25 

A. 

Wow. Certainly — 
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MR. FOWLER: Would it help to have the list 
in front of you? 

THE WITNESS: Yeah. 

Q. Take a look at the back 15 or so pages. 

A. Certainly I would have read anything that was 
probably published — it would be very difficult for 
me to pick these out. Some of them are abstracts and 
some of them are publications and some of them are 
presentations, and it is indicated which are which. 

In generally — general, I probably wouldn't 
have specifically read the abstract unless it's been 
in the last five years. The presentation I would 
have not necessarily read. The publications in the 
last five years, say, I would have pretty much read 
most of them, so that would be my characterization of 
those. In addition to that — 

Q. In the last — 

A. — I've gone back on specific topics earlier and 
read several of them, depending on the topic of 
interest. 

Q. Did you say you read these, at least some of 
these, in the last five years? 

A. Yeah. 

Q. Did I hear you correctly? 

A. Yes. This is part of my — my job, yes. 
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Q. I understand. 

A. Yeah. 

Q. And in order to read these reports done at 
INBIFO, for example, would you normally receive those 
reports in the normal course of business? 

A. Well, it — 

Q. Or would you have to request them? 

A. No. The — the — we — we have studies done at 
INBIFO that we request to be done. Generally two 
reports are sent to Richmond, and depending on what 
period of time and what my job was at the time, when 
I was director of research, one of the copies did go 
to me. Now I'm not director of research. I don't 
have any copies directly coming to me. 

However, you know, in the course of our 
discussion and evaluation of our work and our 
projects, information from INBIFO is discussed and 
presented all the time per se. 

Q. While you were director of research, with 
respect to the report copies that came to Richmond — 
A. Uh-huh. 

Q. — what happened to those report copies? 

MR. FOWLER: Hold on for a second. 

Q. In the normal course of business. 

MR. FOWLER: Okay, go ahead. 
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A. I had an individual named Dr. Gerry Nixon who 
got a copy of the report and she maintained a copy of 
the report. 

Q. Was it part of the normal business practice at 
Philip Morris when reports from INBIFO were received 
to return the report copies to INBIFO? 

MR. FOWLER: Object to the form as to 

time. 

A. Yeah, when I was director of research, we got a 
report and we kept the report because that 
information was directly pertinent to some of the 
work and decisions we were making. 

Q. Was it ever the practice while you were director 
of research to return report copies that were sent to 
Richmond back to INBIFO? 

A. I have no personal knowledge of that; however, 
it is my understanding that reports were read and 
returned and maintained in a file at INBIFO. 

Q. Do you understand the purpose of that process? 

A. My opinion on that is it's very similar to our 

purpose here, and our — our policy is that when I'm 
finished with a report, I return it to central file. 
So that is common. It's like checking out a book 
from a library. Those reports were maintained in a 
file cabinet. 
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1 Q. With respect to the last 15 or so pages that are 

2 the listing of published articles from INBIFO and 


3 

CRC, 

you've 

not read 

them all? 


4 

A. 

These 

publications, no, I have not read 

them 

5 

all. 





6 

Q. 

Okay. 

Have you 

reviewed them since the 

time 


7 that your expert report was submitted to us in their 

8 entirety? 

9 A. I have not reviewed them in their entirety. 

10 Q. So to the extent a representation was made to us 

11 that Dr. Ellis has reviewed these, that wouldn't be 

12 true, would it? 

13 A. I have reviewed the list because the issue here 

14 is not the specific studies or conclusions in — in 

15 every one of these publications. The issue and the 

16 point is in some cases that, and those are the ones 

17 that I have read. In other cases it's the 

18 demonstration of publication. 

19 Q. To the extent it was represented that you 

20 actually read the studies, not the list, that would 

21 not be a true statement; correct? 

22 MR. FOWLER: Hold on for a second. If we 

23 could have the actual language from the letter, that 

24 would be useful in answering the question. 

25 MR. SILBERFELD: I'm just asking a 
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question. Go ahead. 

A. From what I recall you said, that it was 
reviewed. Certainly reviewed, I have a copy of every 
single one of these. I have looked through them, so 
if — I think that is consistent with that language. 
Q. You — 

A. But I have not studied every one, no. 

Q. Have you reviewed every one? 

A. Have I reviewed? I have a — I have a copy of 
every single one. I have gone through and looked at 
the abstract of every single one, but I have not 
studied in detail every single one. 

Q. Ma'am, my question is: Since July 1 — 

A. Uh-huh. 

Q. — have you reviewed every article that's on the 
list of 15 or so pages that represent the INBIFO and 
CRC studies? 

A. And my answer is the one I just gave. 

Q. Which is? 

A. Which is I have a copy of every single one. I 
have gone through and read the abstract of every 
single one, but I have not in detail looked at every 
single one because in some cases those were not 
topics that I felt I — were pertinent to some of my 
work. 
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Q. And you've done that since July 1? 

A. Yeah, uh-huh. 

MR. SILBERFELD: How about lunch? 

MR. FOWLER: Sounds good. 

(Recess taken.) 

BY MR. SILBERFELD: 

Q. Dr. Ellis, is epidemiology part of science? 

A. There are different kinds of science. 

There's — and so that's a very broad question. Is 
it — is it considered a science? Yes. Is it 
considered a hard science in the sense of hard 
science? No. Is it considered, as I was indicating 
before, more of a mathematical exercise? Yes. 

Whereas, in terms of true science or basic 
science, you actually try to look at mechanisms; you 
would try to look at specifics. This is a very broad 
and general science in that sense. 

Q. Is epidemiology junk science? 

A. No. 

Q. Is it a valuable tool in your mind? 

MR. FOWLER: Object to the form. 

A. It's a valuable tool if it's looked at within 
the context as any — any scientific study needs to 
be looked at within the context of its limitations. 

Q. Is it a valuable tool in making societal 
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judgments about whether a substance has health 
effects? 

MR. FOWLER: Object to the form of the 

question. 

A. I think it's a valuable tool in terms of the 
medical community and the public health community 
looking at potential factors. I think that's a 
valuable tool. I think it's a valuable tool in 
identifying areas of research. 

I do not think it can specifically delineate 
specific cause-and-effect relationships. 

Q. In terms of specific cause-and-effeet 
relationships, do you believe that a single person 
has died from a disease caused by smoking? 

MR. FOWLER: Object to the form of the 

question. 

A. Based on what I've said for the last number of 
hours, in terms of describing the difference between 
epidemiology, animal experiments and mechanistic 
experiments and the fact that you're looking at 
qualitative information in the sense that there are 
many factors involved, there's no quantitative way of 
making that judgment. What a relative risk indicates 
is that it's possible, but there's no qualitative or 
quantitative way of saying one or saying it was a 
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factor in one or saying it was more than that. 

There's just no way of doing that because there 
are many other factors and there are many other 
limitations to the study design. 

Q. I'm not talking about studies now. I'm talking 
about a single person. 

A. I am too. 

Q. Okay. Has a single person died as a result of 
smoking in this country? 

MR. FOWLER: Object to the form, asked and 

answered. 

A. Yeah, I — I just answered that, so I would say 
the same thing. 

Q. Can you say that yes or no? 

A. I said that there's no way of determining that 
from the information that's available. It's 
possible. That's the definition of relative risk. 
It's possible. It's a statistical number. 

Q. To the extent that medical organizations or the 
United States government reports that 400,000 people 
a year die from smoking-related causes, including 
perhaps Mr. Gordon, do you regard those statistics as 
true and correct? 

MR. FOWLER: Object to the form of the 

question. 
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A. My understanding of those statistics, that they 
were derived from the National Cancer Institute 
Cancer Prevention Study 1 and 3. They are — they 
are based on those populations. They are based on — 
there are a number of factors that could be involved 
outside of the numbers that were associated there in 
those populations. 

So they're — they're a number. They're a 
number that's generated from those studies, but in — 
in terms of it adequately representing the total 
population, I don't believe you can do that with 
those numbers. 

Q. Do you accept them as true and correct, you 
personally? 

A. True and correct in what sense? 

MR. FOWLER: Objection, object to the 

form. 

Q. True and correct as representative in the number 
of smoking-related deaths in this country on a yearly 
basis. 

A. Based on everything I've said with the 
limitations of those studies, no, I do not. 

Q. Do you think the actual number of 
smoking-related deaths in this country on a yearly 
basis is higher or lower than 400,000? 
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MR. FOWLER: Object to the form of the 
question. It may call for speculation. 

A. I've already indicated that there's no way that 
one can determine that quantitatively, so there's no 
way I could answer that. I don't have the data to 
specifically delineate specifically how many people, 
if any, have. 

Q. And as you sit here today, in your mind, it's an 
open question whether even a single person has died 
as a result of smoking; true? 

MR. FOWLER: Object to the form. 

A. The issue here with that is, is that there are 
relative risk numbers available. It means there's a 
risk. There may be a factor. It means it's 
possible. 

That is, I think, a situation whereby you have 
some information — information and evidence that 
gives you a directional indication, and I think that 
that is what the health community is basing their 
judgments on; however, that is that situation and it 
is not cause and effect and it is not quantitative 
and there is no way you can quantitate and come up 
with a figure. 

Q. In terms of how the American public conducts 
itself on the issues of smoking and health, how would 
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you advise the public to use, if at all, the 
statistical association between smoking and disease? 

MR. FOWLER: Object to the form. I think 
this goes beyond this witness's expertise, but you 
can go ahead and answer the question if you can. 

MR. SILBERFELD: Can I just indicate, 
because I've been patient about speaking objections, 
under the court's order, I don't think you're 
permitted to telegraph to the witness — I don't 
think you're doing it intentionally, by the way, but 
I don't think you're entitled under the court's order 
to indicate to the witness what you regard as the 
source of the problem with the question. As I 
understand the court's order, you're entitled to 
state a legal objection, but not go beyond that, so I 
would ask you to refrain from doing that. 

MR. FOWLER: Actually I appreciate your 
statement about intentionality, but my understanding 
of the court's order is that I'm entitled to object 
and — and concisely state the basis for my 
objection, and I'll do that. I'll be as concise as 
possible. 

MR. SILBERFELD: Do you recall the 
question, ma'am? 

THE WITNESS: I would like it repeated. 
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(Record read by the court reporter.) 

MR. FOWLER: Same objection. You can 

answer. 

A. Well again I — as a scientist, I would — I 
would focus on the technical aspects. I would use 
the epidemiology as a scientist as an indication to 
do further work. In terms of relating 
epidemiologicai evidence or data, I think that that's 
the job of the medical community and the public 
health. I think that in that context there is — 
there is information. I think in that context there 
is a lot of knowledge, and that is I think what they 
advise their patients on. 

Q. Do you have any disagreement generically with 
the advice that the medical community and the public 
health community give to the American people about 
whether they should smoke or not? 

A. As I indicated before, I think that given the 
epidemiological studies that indicate relative risk, 

I think that is certainly within their purview. I 
think that is certainly something that they do on 
many different life-style factors. I think that is 
important to do, and I respect their right to do it. 

I have no issue with that. 

Q. Do you believe that smoking is one of the causes 
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of lung cancer? 

A. As a scientist, absent a animal model, absent an 
understanding of the mechanism, I have to say I don't 
know. 

Q. In terms of scientific plausibility, do you 
believe that smoking may be a cause of lung cancer? 

MR. FOWLER: Object to the form, but you 
can answer. 

A. That's an interesting and very complex 
question. 

Q. Thank you. As everybody's blood sugar gets 
low. 

A. To the degree that we understand what aspects of 
smoking may be plausible, there is certainly nothing 
that anybody has pointed their finger to as — as a 
specific. I mean, there are materials in smoke, yes, 
but there's also plenty of study to indicate that the 
level is insufficient given — given the context of 
the situation. 

So in terms of plausibility, there are 
quantitative issues associated with plausibility, 
and — and you have to look at them in those 
contexts. The other issue with plausibility is 10 to 
20 percent of smokers are associated with — with 
this disease. There are many that don't get the 
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disease. So in that context also, there's — there 
are data to indicate that it's far more complex than 
I think is a simple association. 

Q. Is there any point, based upon your training and 
experience, that a statistical association does prove 
causation? 

A. By itself, no. 

Q. Ever? 

A. Ever. 

Q. Why? 

A. Because you're looking at complex situations and 
you're looking at only one aspect of those complex 
situations, so in a statistical association you're 
looking at a very narrow piece of a very big and 
complicated picture, and that's by definition a 
statistical association, because you have to be 
looking at numbers. And there's no way you can 
represent in a number the total aspect of — of human 
physiology, biochemistry per se and exposure to 
environment, so you're only looking at single 
endpoints. 

And so therefore, no. You can develop a lot of 
statistical associations, and some are meaningful and 
some are not. Until you have basic background 
scientific data to support those associations, that's 
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what really gives them meaning. 

Q. If an appropriate animal model for smoking and 
lung cancer is never arrived at in medical science in 
the next hundred years, do you believe that there 
still will be a lack of proof of causation between 
smoking and lung cancer? 

MR. FOWLER: Objection, incomplete 
hypothetical. 

A. I think there are other ways potentially of — 
of arriving at — at the situation. Again it 
depends — it's very circumstantial, but you can — 
you can go at this a number of different directions. 
If you — 

Q. What are they? 

A. If you understand the mechanism or if we 
understood as a scientific community what causes 
cancer, it may be that we could devise other assays 
that would be more representative or specific to that 
mechanism. And I just don't know. Not knowing it, I 
don't know, but I'm not saying that the animal assay 
is important, yes, but the mechanism is also very 
important. 

Q. In the vinyl chloride example we talked about 
earlier, is it understood how it is that vinyl 
chloride causes the hepatic tumor? 
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A. Not, not specifically, no. 

Q. So that can't be the pivotal factor, can it, in 
explaining how a substance — 

A. Precisely. 

Q. — causes the cancer? 

A. But at least the animal study, but it's more 
than just the association. 

Q. But you wouldn't require for purposes of 
causation for there to be proof, exact proof, as to 
how smoking mechanically causes a tumor in humans, 
would you? 

MR. FOWLER: Objection to the form, 
incomplete hypothetical. 

A. Yeah, it would — it would — it would require a 
number — it depends on the strength of the data and 
the strength of the study, the number of animal 
species, for example, the dose/response, for example, 
and an understanding then when you make changes, 
okay, in absence of certain things that you do or do 
not get the same response. 

So it depends on the — the volume of data 
that's available and the — and the different kinds 
of study designs that are done, but those do assist 
one in determining some of the mechanistic 
information. It's not just a simple you put it in 
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and you see something. There has to be some 
understanding relative to plausibility even in the 
animal studies. 

Q. Take a look at your report, if you would, on the 
third page of — 

MR. FOWLER: 1312? 

MR. SILBERFELD: 1312. 

MR. FOWLER: Right here. 

Q. — on the third page of it, the third full 
paragraph that begins "She will also testify." Do 
you see that? 

A. Yeah. 

Q. There is the sentence "She," referring to 
you, — 

A. Yeah. 

Q. — "will also testify that she is not aware of 
scientific data that prove that smoking causes lung 
cancer." 

A. Uh-huh. 

Q. In that statement, do you include all of the 
epidemiological data? 

A. The key word here is "causes," and to the degree 
that I — I do not believe epidem — epidemiology as 
a science can prove cause in these kinds of chronic 
multifactorial studies, epidemiology is — is not 
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included here. 

Q. You don't exclude epidemiology from this 
sentence on the basis that it's not scientific data, 
do you? 

A. No, that's not the point. 

Q. Okay. 

A. I'm not trying to belittle the value of 
epidemiology in identifying the topics to study. I 
think it is very valuable. 

Q. Let's go down to the bottom paragraph, which 
expresses at least in part an opinion about nicotine 
and addiction. Your report says in part "her 
position regarding nicotine and," quote, 

"'addiction,'" close quote, "is that, while some 
smokers may experience difficulty quitting smoking, 
nicotine is not," quote, "'addictive,'" close quote, 
"when that term is defined using objective (i.e., 
pharmacologically significant) criteria." 

What criteria did you have in mind? 

A. Yeah. When's lunch? 

Q. We can take it anytime you want. 

A. No, it's just that — 

Q. I was just using the time until lunch arrived. 
A. — this could be a long topic. 

Obviously, in my opinion, "addiction" is a term 
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that is used in a variety of different ways. It's 
used casually. It's used by behavioral scientists. 
It's used by pharmacologists, and one can look at the 
literature and find it used and defined in many 
different ways, and some of that depends on the 
discipline of the individual and some of it also 
depends on the point in time in which you look 
because the definition has evolved — evolved over 
time. 

In terms of again my focus as a scientist, 
pharmacology looks at objective criteria; that is, 
things that you can measure, and in the context of 
that, frequently you look at specific physiological 
and biochemical associated relationships that are 
looked at. So you would look for things like 
intoxication. You would look for physical dependence 
and you would look for tolerance as specific 
measures, and they can be measured, okay, 
specifically and quantitatively in certain studies. 

Q. Are you aware of any major medical organization 
today that requires intoxication as an element of 
defining an addiction? 

A. Again as we discussed the difference in — in 
how the term's used, some major medical organizations 
don't use the term "addiction" anymore, so I want to 
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preface my comments on that. They've — they've 
found that the word has been so bandied about that it 
is meaningless in the context of having a true 
meaning that everybody can relate to, and, you know, 
we're going to need to work that out between us 
because every time we use it it's going to — it's 
going to create a definitional issue. 

So some of them have changed their definitions 
and their words. In large part, the DSM or the 
Diagnostic Manual relates to behavioral disorders, 
and in the sense that they have defined certain 
criteria, in a large part those are behaviorally 
based. The pharmacology criteria that I just 
mentioned are specific biochemical, physiological 
criteria that can be measured in a quantitative sense 
and not in a behavioral sense. 

Q. Where are they found, the pharmacological 
criteria that you're relying on, what text, what 
book, what article? What organization uses them? 

A. Well again the definition of addiction has come 
to one being defined in DSM as a behavioral 
situation — excuse me, take that back. It's 
actually not addiction. It's dependence. 

Q. Right. 

A. And the bottom line is addiction per se, which 
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is the term in your question, to be accurate, isn't 
being used in that context. However, in a 
pharmacological sense, true addiction and true 
classic drugs of addiction have had those criteria 
and has described a circular syndrome whereby it is 
initiated by a substance that does — that does 
produce an intoxication such that one loses control 
and that there is then a physiological response to 
that substance that then leads to continued and 
increasing use of that material. 

So it is a cyclical type of response that is 
based in physiology and biochemistry when you get 
into the pharmacological aspects of it, different 
from a behavioral situation. 

MR. FOWLER: If I could just interject, 
anytime you get ready, our lunch has arrived. 

MR. SILBERFELD: Yeah, let me just follow 
up on a couple of things. 

THE WITNESS: Uh-huh. 

Q. Whether we use the term "addiction" or 
"dependence" now, either one — 

A. Uh-huh. 

Q. — what is the source for your definition on a 
pharmacological basis of these three criteria of 
intoxication, dependence and tolerance? 
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A. Well — 

Q. Where does that come from? 

A. It comes from — what I recalled was some of my 
training in graduate school. It comes from a number 
of different discussions in pharmacology textbooks 
where in some cases all or some or maybe just the 
physical dependence and tolerance piece are now being 
used. 

It comes from — if you go and look at some of 
the addiction-related definitional literature, you 
can put together potentially a table that, you know, 
has any number of different definitions associated 
with it, and it's changed dramatically depending on 
who's speaking, which is why people don't use that 
term. But intoxication, physical dependence and 
tolerance are key terms that have been used 
throughout the literature. 

Q. Do you regard DSM-IV — 

A. Uh-huh. 

Q. — as being the most current statement of the 
elements necessary for either an addiction or a 
dependence to be present? 

A. Current. Boy, well let me — let me describe it 
this way: It's more complex than that. I believe 
that that's the most current statement from DSM-IV, 
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from the DSM or psychiatric community. I believe 
that that describes behavioral aspects of addiction. 

I — and measures of addiction or dependence. 

I think that as I read other texts; for example, 
Goodman & Gilman, the latest edition, in that 
pharmacology text there is a discussion about the 
definitions and the confusion and says in that text 
that instead of just selecting three criteria in DSM, 
you would have to have all of the criteria per se. 

So there is still, depending on how one is 
looking at this and from what discipline, a lot of 
discussion. 

Q. Does the current version of — or the most 
recent version of Goodman & Gilman require 
intoxication in order to have a finding of a 
dependence or an addiction? 

A. It does not delineate specifically. It 
discusses the use of the term and how it's changed, 
so I couldn't — I — if I remember that section 
specifically, I don't recall that specific 
delineation. 

Q. You regard Goodman & Gilman to be an 
authoritative text on pharmacology, do you not? 

MR. FOWLER: Object to the form. 

A. Yeah, Good — excuse me. Goodman & Gilman 
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1 didn't define — set out to define per se in a 

2 pharm — pharmacological sense. The discussion in 

3 the text was that it was a confusing word, so the 

4 absence of the word "intoxication" is not 

5 surprising. I — I wouldn't say they really defined 

6 any criteria. That wasn't the discussion. The 

7 discussion was per se that physical dependence and 

8 tolerance are key criteria for sure. 


9 

Q. 

And that also wasn't my question. 

10 

A. 

Okay. 


11 

Q. 

My question was: Is Goodman & 

Gilman an 

12 

authoritative text on pharmacology? 


13 

A. 

Absolutely. 


14 

Q. 

That's what I thought. 


15 


MR. SILBERFELD: Thanks. 

Let's break for 

16 

lunch. 


17 


(Luncheon recess taken at 

12:47 o'clock 

18 


p.m. ) 


19 




20 




21 




22 




23 




24 




25 
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1 AFTERNOON SESSION 

2 (Deposition reconvened at 2:00 o'clock 

3 p.m.) 

4 BY MR. SILBERFELD: 

5 Q. Let me refer you back. Dr. Ellis, to your 

6 report. I'm on the third page of it and the sentence 

7 we spoke about earlier, the third full paragraph, 

8 that begins "She will also testify." Do you see 

9 that, ma'am? 

10 A. Uh-huh. 

11 Q. There's a sentence that reads "She is not aware 

12 of any scientific study that has established that 

13 whole cigarette smoke causes lung cancer in 

14 laboratory animals." Do you see that? 


15 

A. 

Uh-huh. 



16 

Q. 

You do? 



17 

A. 

Uh-huh, yes. 



18 

Q. 

Yes . 



19 


Other than the studies 

that we spoke about 

20 

earlier, are you aware of any other studies done 

21 

either within Philip 

Morris 

or by outside researchers 

22 

that 

show any effect. 

any pathology whatsoever, from 

23 

the 

administration of 

whole 

cigarette smoke to 

24 

laboratory animals? 



25 

A. 

The effects that 

I was 

describing, metaplasia. 
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1 hyperplasia, are pathological effects in the strict 

2 sense of the term. They are — they are pathology. 

3 They are studied by a pathologist, so all of the 

4 mouse skin painting and inhalation studies are done 

5 and do look at pathological effects or pathology to 

6 the cells. So there are many. 

IQ. I meant to exclude — 

8 A. Okay. 

9 Q. — our earlier discussion this morning from this 

10 question. 

11 A. Oh. 

12 Q. I said other than the ones we spoke about, are 

13 you aware of any others within Philip Morris or done 

14 by outside researchers? 

15 A. Am I aware of other inhalation studies? There 

16 are — 

17 Q. That show pathology. 

18 A. Well there are many other inhalation studies and 

19 many of them showed the same — same kind of 

20 effects. 

21 Q. Okay. You used a term "whole cigarette smoke" 

22 in that sentence. 

23 A. Yes. 

24 Q. Does that particular term have a — a meaning in 

25 science, the use of the word "whole" there? 
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A. Well in the — in this context, it's trying to 
des — describe that you're looking at cigarette 
smoke and not gas phase or just particulate phase, 
and you're also not looking at mouse skin painting 
types of — you're looking at cigarette smoke, whole 
cigarette smoke, as delivered from a cigarette. 

Q. So from this sentence at least you meant to 
exclude the skin painting evidence? 

A. Correct, correct. Whole cigarette smoke would 
not include the sample that's tested in a mouse skin 
study. 

Q. The next sentence reads "Nor is she aware of any 
scientific study that has determined the biological 
mechanisms by which cigarette smoke causes lung 
cancer." Do you see that? 

A. Yes. 

Q. It's your view, is it not, that that is not a 
crucial element to causation, is it? 

MR. FOWLER: Object to the form. 

A. I did not say that. I said that in — in 
general, what is looked at in the — in the context 
of causation is a preponderance of evidence, and it 
could be that depending on the strength of the 
evidence in any one given area, whether it's an 
animal test or mechanistic, a variety of levels of 
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data could be taken to provide proof. 

But basically what this — what this indicates 
is that, and very simply, biological mechanism of 
carcinogenesis, I wish — I wish we did understand 
that and we don't. 

Q. You said that causation is determined — I think 
you said this and I don't want to put words in your 
mouth, that it's based on a preponderance of a number 
of factors, including whether there's a biological 
mechanism described, whether there's an animal 
model. 

A. Correct. 

Q. And I take it the third element would be what 
the epidemiology showed in humans. 

A. You would have to relate animal and mechanistic 
studies obviously to the human situation, and — and 
in that sense, yes, if you wanted to go to that — go 
to the human, that's the next step. 

Q. Okay. And in determining the preponderance of 
the various elements of the evidence that — that you 
had, could you see a situation where the statistical 
data in humans alone would preponderate or be enough 
proof for you to establish that smoking causes 
cancer? 

A. No. As I indicated before, that statistical 
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data is not enough. 

Q. Alone? 

A. Alone. 

Q. Okay. 

A. And let me make another point of the complexity 
of this. In terms of mechanism and why it's 
important, mechanism is important because in animals 
there are — there are different genetic makeups and 
biochemistry. It could be that a mechanism or a 
situation could be demonstrated in an animal that is 
not operative in the human situation. 

Understanding the mechanism would help you 
delineate whether or not it is possible in the human 
situation. So that's another reason why mechanism 
is — some understanding of how things might work in 
this context is very important. Sometimes animal 
studies give false positives. 

Q. If there were persuasive statistical 
epidemiological evidence in humans and there was an 
animal model that replicated tumors in the target 
organs that it was suspected to be in humans but 
there was no mechanistic way to describe how smoking 
causes cancer, would those two be enough for you to 
be satisfied to a preponderance? 

MR. FOWLER: Object to the form, incomplete 
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hypothetical, but go ahead and answer. 

A. Okay. In that case you would need more than one 
study. You would need more than one animal. You 
would need to have various study designs which went 
more in depth in terms of how and why you saw that 
effect in the animal. 

Just a study would not be sufficient because 
there are — you know, obviously representing a study 
and the limited knowledge that that can give you in 
any circumstances is not sufficient. You have to 
have more of a basic understanding of where that is 
coming from, and you can get that by getting 
mechanistic data or you can get that to some 
degree — if you can get it in that study, okay, you 
can get some information by different study design. 

So you may want to do then a variety of 
different things in terms of fractions, in terms of 
under — you know, manipulations in terms of the 
study design to look at various aspects of the 
progression of that particular endpoint in that 
animal. 

Q. Is a dog an appropriate animal model to make 
predictions or infer things about humans? 

A. Wow. 

MR. FOWLER: Object to the form, as to the 
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breadth. 

Q. Let's limit it to the lung. 

A. Certainly it's an animal model. Is it an 
appropriate animal model? 

Q. That's the question. 

A. Every animal model has certain limitations. It 
is an animal model. It would — it would provide 
some information. To that degree. 

Q. Would the demonstration of emphysema in dogs be 
important information, do you think, in terms of 
making a prediction about whether smoking causes 
emphysema in human beings? 

MR. FOWLER: Object to the form. 

A. That would be one piece of information in terms 
of then looking back at the study design and the 
biochemical systems and what's going on in that 
particular situation. That's one piece. 

Q. If that piece coupled with the epidemiology 
which showed that there was a statistical association 
between smoking and the development of emphysema in 
human beings, if you had those two pieces, the animal 
work and the statistical association, but you didn't 
have the mechanical explanation as to biologically 
how this occurs — 

A. Uh-huh. 
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Q. — would that be enough to establish causation 
by the preponderance standard? 

A. And — 

MR. FOWLER: Object to the form of the 
question, in particular "the preponderance standard." 
THE WITNESS: Yeah. 

MR. SILBERFELD: I'm just adopting the 
witness's word. 

THE WITNESS: And — 

MR. FOWLER: I don't think that's what she 
said, though. 

THE WITNESS: Right, not in that context. 

Q. What did you mean by "preponderance"? And I 
withdraw the last question. 

What did you mean when you used the term 
"preponderance"? 

A. Well it's not just you have a study here, a 
study here and a study here. It's that you have some 
basic understanding in how they're — those studies 
might be interrelated. You know, a series of 
endpoints is — is certainly information, but how 
those endpoints might — might relate in terms of the 
progression or the factors important to that 
particular disease is — is the key in this. 

In terms of your specific question, recall now 
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that the — the issue with some of the inhalation 
studies related to how the study is done. Some of 
the studies that were done in dogs were done in an 
artificial sense, could have produced irritation just 
by the way the smoke was introduced and also were 
done at a time when pathogen-free types of inhalation 
studies were not generally done. 

So there are many factors about a given study 
that need to be looked at in terms of making 
judgments, and just to say that you saw something, 
you know, in a study isn't sufficient. You need to 
look at that study design and all the other factors 
in terms of that study design in order to make a — a 
good scientific judgment. And that's why you have to 
repeat and that's why you have to understand that 
smoke had this role or that something else had this 
roie in the genesis of that effect. 

Q. When you used the term "preponderance," what did 
you mean? 

A. Preponderance means all of these other factors: 
the study design, the way the smoke was introduced, 
the other potential limitations that are associated 
with those studies. So there's a preponderance of 
evidence in terms of the — the strength of the 
dose/response, the — the — you know, the — the 
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1 dose that's required to see an effect. There's a 

2 huge systematic set of criteria that would need to be 

3 looked at relative to the issue. 

4 Q. In the dog inhalation studies that you're 

5 familiar with, are you thinking of a particular one? 


6 

A. 

Well yeah. 


7 

Q. 

Who? 


8 

A. 

Auerbach's. 


9 

Q. 

Okay. And in fact, did Auerbach find 

— 

10 

A. 

Uh-huh. 


11 

Q. 

— emphysema in the dogs? 


12 

A. 

As I recall, there were — there was evidence 

13 

of 

— of emphysema-type response. Whether 

or not it 

14 

was 

emphysema per se clinically, I couldn't 

say 

15 

sitting here today. 


16 

Q. 

In fact, he'd reported the development 

of tumors 

17 

in 

the dogs, had he not? 


18 

A. 

I believe he did. 


19 

Q. 

And there was some controversy about that? 

20 

A. 

Uh-huh, yes, there was. 


21 

Q. 

And then someone came along and looked 

at his 

22 

data and his information? 


23 

A. 

Yes. 


24 

Q. 

And who was that? 


25 

A. 

Who was that? I probably don't know everybody 
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that might have done that. 

Q. Do you know anybody who did it? 

A. I think somebody named Dr. Fagan from Philip 
Morris did — did participate in reviewing those 
results. 

Q. And Dr. Fagan was a veterinarian, I think. 

A. Yes, he was. 

Q. And he looked at Auerbach's data and he wrote 
back to the interested persons at Philip Morris to 
the effect that while there was some question about 
whether the dogs had developed tumors, there was no 
question but that the dogs had developed emphysema; 
right? 

MR. FOWLER: Object to the form of the 

question. 

A. I don't recall that specifically in that memo at 
this time. 

Q. Do you have a general recollection of that? 

A. I have a general rec — recollection of — of a 
memo, but I don't recall those specific — that 
specific — those words at that time. 

Q. Do you have a recollection that in — in Fagan's 
work or his analysis of Auerbach's study, that he was 
critical of what Auerbach had done in any way with 
respect to the study design, the number of dogs, 
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the — the route of administration, whether there was 
a pathogen-free environment and so forth? 

A. I — I tell you I recall that that particular 
memo was rather short. As I recall, it was a 
paragraph or two, and whether or not any mention of 
those limitations were in that or in other materials 
that I've read, there's no question that in other 
materials that I've read there has been extensive 
discussion, especially on the route of administration 
as being of concern. 

Q. What was the route of administration in the 
Auerbach study? 

A. Through a tracheostomy tube. 

Q. And do you know why Auerbach did the work that 
way, used that particular route of administration? 

A. Specifically to make sure that he got a certain 
dose in the lungs of the animal. 

Q. The purpose was as best as possible to mimic the 
act of smoking; right? 

MR. FOWLER: Object to the form. 

A. Yeah, I — I think that — I think that that 
wasn't the case. Obviously people don't smoke 
through tubes, and I think that introducing smoke of 
that quantity in that level with the irritation 
that's going to be created from a tube in the — in 
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the trachea of a — of a dog for that period of time 
is a limiting factor in that study. 

Q. Does it invalidate the emphysema finding in the 
lung in your view? 

MR. FOWLER: Object to the form. 

A. Well I have to — invalidate. To the degree 
that they found that — and I again say I don't 
recall that specifically — it would certainly put a 
question relative to where or the genesis of that 
finding came from. 

Q. So it calls into question at least — 

A. Yes. 

Q. — the emphysema finding in your view? 

A. Yes. 

Q. We were talking just before lunch about 
addiction or dependence and behavioral definitions 
and pharmacological definitions. Is it the consensus 
in the medical community today that a behavioral 
definition of either dependence or addiction is 
accepted? 

MR. FOWLER: Object to the form. I'm not 
sure I understand that, but if you do, go ahead and 
answer. 

THE WITNESS: Yeah. 

A. To — to the degree that I can sit here and 
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speak for the medical community, which I have a 
problem with right up front, based on everything I've 
read, I still see a lot of confusion in what I read. 

I still see at the Drug Abuse Advisory Committee 
hearings individuals that comment on, well, yeah, but 
there are behavioral factors or there are — 
replacement does not do anything or, you know, there 
are still questions in the medical community from a 
number of different fronts. And one of the reasons 
is because of the lack of a clear definition that's 
quantitative and objective. 

Q. Does nicotine produce a dependence, nicotine 
from cigarettes produce a dependence? 

A. Well you — you rephrased your question in an 
interesting way. Nicotine per se, for example, in 
gum and patch has been studied and has been deemed to 
not — well to have low abuse liability per se. So 
if you try to look at this very complex situation, 
you have a situation where individuals are 
questioning and the Drug Abuse Advisory Committee did 
question whether or not it was nicotine in cigarettes 
that may be associated with — with any dependence. 

As a matter of fact, there is a recent NIDA Notes, 
June '97, that is on the supplemental bibliography 
that I provided that indicated that in looking for 
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1 other factors, they could not find other factors and 

2 are indicating that there are non-nicotine types of 

3 factors associated with smoking, reinforcement per 

4 se. 

5 So I think there is a lot of discussion in the 

6 medical community and I think there are other factors 

7 besides nicotine and I — I — you know, that's the 

8 best I can do for you right now. 

9 Q. Is nicotine a factor in producing a dependence 

10 in cigarette smokers? 

11 MR. FOWLER: Object to the form, assumes 

12 facts not in evidence. 

13 A. Yeah, we're going to have to start defining 

14 "dependence" if you want me to address — 

15 Q. Sure. 

16 A. — specifically whether or not nicotine is a 

17 factor because we're going to have to define exactly 


18 

what 

we' re 

— what's meant 

by that 

word. 

19 

Q. 

Okay. 

Does that word 

have meaning to you? 

20 

A. 

Yes. 

It has meaning 

in terms 

of are you — some 


21 dependence criteria related to — again dependence is 

22 I think defined in a number of different ways and it 

23 depends on how and what criteria you want to use, so 

24 yeah, it has meaning, but it's a very broad meaning 

25 and can be covered by a number of different 
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criteria. 

Q. Give us a definition you're comfortable with, 
and we'll use it for the balance of the — of the 
day. 

A. I would not feel comfortable giving a definition 
of that. 

Q. You don't know what it means? 

A. No. I just would not feel comfortable saying 
that dependence means X, Y and Z. 

Q. Why not? 

A. Well why? Because there are so many different 

definitions out there. There are so many criteria 

that are used. It is so broad. I — you know, I 
think that it is a general discussion relative to a 
behavioral type of syndrome. In some cases, 
depending on who's discussing or looking at it, it 
may have other factors. I — it's just so broad I — 
you know, I would not want to represent it simply. 

Q. And is the same true of addiction? It's a 
confusing topic? 

A. Yes. 

Q. Lots of definitions? 

A. Yes, absolutely. 

Q. So you can't say whether nicotine's addictive, 

can you? 
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MR. FOWLER: Object to the form. 

A. I can say based on objective criteria whether or 
not it is. 

Q. Based upon the definitions that are out there in 
the medical and scientific community, can you say 
that nicotine is not addictive? 

MR. FOWLER: Object to the form unless we 
specify a definition out in the medical and 
scientific community. 

A. Yeah, I — again what's addictive is the issue. 

I — you know, I really want to be helpful in terms 
of providing what I think on this topic, but I don't 
want to be misleading because it is a very broad 
issue. And I certainly don't pretend or portend to 
dictate any one definition over another. 

There is no question that studies are out and 
people are looking at this issue as it relates to 
nicotine per se, as studied in gum, patch and other 
modes of — of delivery. There are — are 
significant accumulation of data that that does not 
create ongoing behavior. Okay? Let's just call it 
that. It does not reinforce behavior such that you 
continue to use that material. That then calls into 
question nicotine's role in smoking, and I think that 
there are a number of factors associated with smoking 
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and there are non-nicotine factors associated with 
smoking. 

Q. When the Surgeon General of the United States 
says nicotine is addictive, you disagree with the 
Surgeon General? 

MR. FOWLER: Object to the form. 

A. Yeah, I don't disagree with the right of the 
Surgeon General to make proclamations relative to his 
or her best judgment. I think that's their role. 

Q. I'm talking on the merits now. Do you disagree 
with the Surgeon General on the merits as to whether 
nicotine is addictive? 

MR. FOWLER: Object to the form. 

A. And I can't make that judgment because I don't 
know what the definition of the term "addictive" is. 
Q. So you can't say one way or another — 

A. That's right. 

Q. — because of the definitional concern that 

nicotine is addictive? 

A. If you're going to go to that level, yes, it 
would be sitting here today I could not say "yes" or 
"no" because I don't know what was meant by the 
Surgeon General relative to the term "addictive" at 
that time. 

Q. Is nicotine a drug? 
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A. Well, based on the definition associated with 
the Food and Drug Administration, nicotine in the 
context of patch, gum and even in the context of 
Tourette's syndrome and other — other situations is 
being used as a drug. 

Q. Is it a drug as defined by the Food, Drug and 
Cosmetic Act? 

A. It's a drug if the intent is — 

MR. FOWLER: Let me object because it may 
call for a legal conclusion. 

A. Yeah, as a scien — 

Q. You know what the Food, Drug and Cosmetic Act 
says a drug is, don't you? 

A. Yes, I do. 

Q. What is that? 

MR. FOWLER: Same objection. 

A. Intent to change the structure and function of 
the body. And in the context of a therapeutic type 
of situation whereby you have gum and patch used 
as — in therapy, you have them — those routes of 
administration used potentially in Tourette's 
syndrome, for exampie, there is certainly therapeutic 
intent associated with those products. 

Q. Do you agree that nicotine from cigarettes has 
an effect on the structure of the human body? 
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A. Nicotine from cigarettes has — having — excuse 
me. Repeat that question, please. 

Q. Sure. 

MR. SILBERFELD: Would you read it back. 
(Record read by the court reporter.) 

A. I'm having a little bit of trouble with the term 
"structure" in the broad sense of the word. There's 
no question that nicotine has pharmacological 
effects, and — and certainly if — if we want to 
term those as being structure, function, whichever 
one, it doesn't make any difference. The key here is 
intent. The key here is intent because you can take 
something like caffeine and in one situation it will 
be a drug and in another situation it will not. 

And — and I think that best describes my answer to 
your question. 

Q. Well we'll get to intent, but I'd like to 
separate them, if we can, for purposes of my 
question. 

Do you agree that nicotine is a substance which 
affects the structure or function of the human body? 
A. To the degree that nicotine combined to an 
acetylcholine receptor or other receptors in the 
body, if that's the definition of "structure," yes, 
it does. 
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Q. And does nicotine's physiological effect result 
in a pleasurable sensation to the smoker? 

A. You're — that's a very broad question. The 
question then would have to be in terms of what — 
what dose, what route of administration, you know, 
are you talking about nicotine associated with 
cigarettes. 

Q. Sure. 

A. Well that wasn't — so could you rephrase it, 
please. 

Q. I said in smokers. Let me try it again. 

A. Okay. 

Q. Does nicotine as released by cigarette smoking 
behavior lead to in terms of its physiological 
effects pleasurable sensations to the smoker? 

A. There have been a number of studies performed to 
that question, and to the degree that there are 
occasional studies that seem to indicate that there 
is, quote, "a pleasurable response," there are other 
studies that indicate there is not a pleasurable or 
measurable pleasurable response to the broad sense of 
the word "pleasure," and I would have to say that — 
that that is — if there are any effects per se, they 
are extremely subtle and in many cases I think 
smokers are not aware or nor can they articulate what 
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1 those effects are and there are certainly no overt 

2 effects; that is, a smoker functions normally. 

3 Q. What is your personal view as to whether or not 

4 nicotine from cigarette smoking causes pleasurable 

5 effects in smokers? 

6 MR. FOWLER: Object to the form. 

7 A. My personal view, based on everything I've read, 

8 is that if you use the word "pleasurable," that 

9 nicotine does not necessarily operate in that term, 

10 in that — in that mode. In other words, in terms of 

11 typical drugs of abuse, there are overt pleasurable 

12 effects. There — that's part of the intoxication 

13 part of the word and the definition. In — in the 

14 sense of nicotine, you don't see that. 

15 Q. You've seen studies that where smokers report 

16 common effects from smoking? 


17 

A. 

You can see those studies. 


18 

Q. 

You've seen those studies? 


19 

A. 

You can see those studies. 

absolutely. 

20 

Q. 

I know I can. You have? 


21 

A. 

I have, too, and I've said 

that. 

22 

Q. 

And with respect to those 

studies, to the extent 

23 

smokers report calming effects 

from smoking — 

24 

A. 

Uh-huh. 


25 

Q. 

— do you regard those as 

in any respect 
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1 pleasurable to the smoker? 

2 MR. FOWLER: Object to the form of the 

3 question, assumes that the calming is the result of 

4 nicotine. 

5 A. People can find pleasure In smoking and there is 

6 a certain pleasure to doing something that you're 

7 used to. There is a certain pleasure to a repeated 

8 behavior that you're used to. There is comfort in 

9 that. Okay? So to that degree — and a lot of the 

10 work that's being studied right now is just that the 

11 social aspects of study, for example, are — are 

12 key. And if you want to read the NIDA report, I 

13 think they go into some of those other aspects 

14 rather — rather well, non-nicotine factors. 

15 Q. Do you recall my question? 

16 A. Yes. 

17 Q. I don't think you answered it. Let me ask it 

18 again. 

19 A. Well please do. 

20 Q. With respect to cigarette smoking behavior, 

21 specifically with regard to the nicotine in 

22 cigarettes, to the extent that smokers report calming 

23 effects, would you regard those reports as being 

24 under the umbrella of pleasurable effects? 

25 MR. FOWLER: Object to the form, assumes 
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1 facts not in evidence. 

2 THE WITNESS: I would have to — that's 

3 pretty complex. Let me get that one again. 

4 (Record read by the court reporter.) 

5 MR. FOWLER: Same objection. 

6 A. I'm not sure if you're talking about nicotine 

7 and pleasurable effects, smoking and pleasurable 

8 effects, calming and pleasurable — what association 

9 are you asking me about? 


10 

Q. 

Calming — 


11 

A. 

Effects and 

pleasure — 

12 

Q. 

As reported 

by smokers and whether that would 


13 fall under the broader category of pleasurable 

14 effects. 

15 A. Gee, I hadn't thought about it. I don't know. 

16 I don't know if that would be a classification that 

17 in those studies, which obviously calming effects 

18 would have been a subjective response from the 

19 smoker, if the smoker would have considered that to 

20 be a pleasurable effect. 

21 Q. To the extent that Philip Morris studies its 

22 smoking customers and learns from those customers — 

23 A. Uh-huh. 

24 Q. — that there are certain positives or 

25 pleasures — 
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1 A. Uh-huh. 

2 Q. — to the smoking behavior — 

3 A. Right. 

4 Q. — Philip Morris intends its product to deliver 

5 those positives, doesn't it? 

6 A. We measure the subjectives of the product, and 

7 that is the focus of our work. 


8 

Q. 

What does that mean? 


9 

A. 

It means the 

taste. 


10 

Q. 

Is that all. 

just the taste? 


11 

A. 

Well there are certain criteria. 

There's 


12 taste. There's strength, and that's — those are 

13 some of the — the criteria. There are others that 

14 describe the sensory effects of smoke in the mouth. 

15 Q. To the extent that Philip Morris studies its 

16 smoking customers with respect to taste, strength and 

17 sensory effects — 

18 A. Uh-huh. 

19 Q. — and learns that Cigarette A — 

20 A. Uh-huh. 

21 Q. — I'm just coming up with a hypothetical 

22 cigarette — delivers taste, strength and sensory 

23 effects, Philip Morris then goes to market with 

24 Cigarette A. Philip Morris intends to deliver that 

25 taste, that strength and that sensory effect to its 
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customer, does it not? 

MR. FOWLER: Object to the form. You can 
go ahead and answer if you know. 

THE WITNESS: Yeah, I — I would need to 
have that repeated, please. 

MR. SILBERFELD: Sure. 

(Record read by the court reporter.) 

MR. FOWLER: Same objection. 

A. I'm trying to associate your question with our 
practice, and there are some disconnects, which is — 
which is what the problem is. If — if you mean by 
that that designing a product to compete with — say 
a menthol product to compete with Newport, for 
example, if that fits the definition of your — your 
question, then yes, we do do that, but past that I 
don't quite understand. We don't set certain sensory 
criteria per se and — and go for those sensory 
criteria. We relate and measure products and look at 
differences between products or different — 
differences in historical data on a given product. I 
hope that answers. 

Q. To the extent that your products deliver the 
subjectives — 

A. Uh-huh. 

Q. — as you used that term — 
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A. Uh-huh. 

Q. — Philip Morris intends to have those 
subjectives delivered to its customer, does it not? 

A. Certainly. Certainly we intend to produce a 
consistent product to the consumer, if that's what 
you mean. 

Q. Within the parameters of the subjectives as the 
company understands them? 

A. Again we don't target to sensory — specific 
sensory targets. We do relative types of studies 
because quite frankly it's very difficult to define 
quantitatively sensory types of responses. They're 
subjective. 

Q. Uh-huh. 

A. And there's no way you can adequately develop a 
product toward those. It's very difficult to get 
information and try to design on those in particular, 
so what you have to have with such a complex thing as 
senses, you have to have some kind of relative 
measure. And so we — we design relative to other 
cigarettes, and — and that's the best way of 
representing I think what we do. 

Q. Okay. Philip Morris could make a cigarette that 
was completely free of nicotine, could it not? 

A. No. 
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Q. It can't be done? 

A. Not with tobacco. 

Q. Can't be done? 

A. Can't be done. 

Q. Can't bring it down to zero? 

A. Can't bring it down to zero. 

Q. Okay. Could you bring it down to a level; that 
is, the nicotine in cigarettes, where there was not a 
physiological effect from the nicotine? 

MR. FOWLER: Object to the form. 

A. Yeah, I don't know the answer to that question. 

Q. Has that ever been studied to your knowledge? 

A. Well in order to answer your question, I would 
need to know the minimum amount of nicotine as 
delivered in smoke that would produce any potential 
effect, and I don't know that number. 

Q. Has that been studied within Philip Morris to 
your knowledge? 

A. No. 

Q. Are you aware of dose ranges for nicotine in the 
cigarettes that Philip Morris makes? 

MR. FOWLER: Object to the form. 

A. Yeah, no. I'm aware of tar targets that are put 
forth, and nicotine follows tar. And there are a 
large variety of tar yields that are available in 
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cigarettes in the marketplace, and likewise because 
of those large variety of tar yields, there are a 
large variety of nicotine yields. And they're all in 
the marketplace and they have consumers associated 
with them. 

Q. Does your company do anything to manipulate the 
nicotine in cigarettes? 

MR. FOWLER: Object to the form. 

A. Define "manipulate." 

Q. Do anything to it from its natural state. 

A. From the natural state of blending tobacco to 
produce a cigarette, that is the process that we 
use. Past that, there is no overt or nonovert 
manipulation of anything relative to nicotine in the 
cigarette. 

Q. So to take the "overt" and the "nonovert" out of 
it — 

A. Just take it out of it. 

Q. — there is no manipulation of anything; right? 

MR. FOWLER: Object to the form, misstates 
her prior testimony. 

A. Yeah, it does. We blend tobaccos. I need your 
definition. Okay? 

Q. So to the extent that nicotine varies because of 
the blending of tobacco, to that extent, yes, the 
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company does — 

A. Uh-huh. 

Q. — affect nicotine because it blends tobacco? 

A. And we affect nicotine as we affect tar. 

Q. As you lower the tar — 

A. Right. 

Q. — so goes the nicotine? 

A. Right. 

Q. Other than those two examples, does the company 
do anything in the design or manufacture of its 
cigarettes to adjust or manipulate nicotine in any 
way? 

MR. FOWLER: Hold on for a second. May I 
ask for a clarification? You're talking about 
commercial cigarettes? 

MR. SILBERFELD: Sure. 

A. No. 

MR. SILBERFELD: Commercially available 
cigarettes. 

A. No. 

Q. And as far as you know, has that always been 
true; that is, that other than blending and lowering 
of tar, the company has never done anything to 
manipulate or adjust nicotine levels in its 
cigarettes? 
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A. As far as I know, it has always been true that 
there has never been an activity that — that was put 
forth specifically to manipulate nicotine. 

Q. Putting aside whether the activity's put forth 
for that purpose, has that happened, to your 
knowledge, within Philip Morris, — 

MR. FOWLER: Object to the — 

Q. — that things were done other than blending and 
lowering tar which, whether intended or not, had the 
effect of manipulating or adjusting nicotine? 

A. To the best of my knowledge, no. 

Q. In your report under your glasses there, on the 
next page at the top, the first paragraph, it says 
"Dr. Ellis will testify that the information with 
which she is familiar does not support the conclusion 
that the nicotine in cigarettes causes smokers to 
experience intoxication, pharmacological tolerance to 
any intoxicating effects, and significant withdrawal 
symptoms." 

Define "intoxication" as you used the term 
there. 

A. "Intoxication" can be defined as a state in 
which the individual is not functioning normally and 
not able to function normally. 

Q. Such as driving a car or flying an airplane or 
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walking along a street? 

A. Right. 

Q. And it's your belief that the pharmacological 
definition of either "addiction" or "dependence" 
requires intoxication as you've just defined it? 

A. To the degree that you require some reason or 
desired effect, and in many drugs of abuse that 
precisely is the issue, yes. 

Q. And define the term as you use it here 
"pharmacological tolerance." 

A. "Pharmacological tolerance to any intoxicating 
effects," there's no — no question that there is 
tolerance to peripheral effects of nicotine. That's 
not the point in the definition of "addiction" from a 
pharmacological standpoint. 

Q. When you say "tolerance to peripheral effects," 
what are you referring to? 

A. Heart rate, blood pressure. 

Q. I'm sorry? 

A. Heart rate, blood pressure. But I don't know 
too many people that really know when their heart 
rate increases or their blood pressure increases. 

Q. And as you use the term "tolerance" here to 
intoxicating effects, what do you mean? 

A. Well this is what I mean by that circular 
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1 definition: There's a desired effect that an 

2 individual desires in terms of a drug of abuse. That 

3 would create the intoxication. They then after 

4 repeated use get tolerance and they take more, and 

5 then they have significant biochemically based 

6 withdrawal symptoms, biochemically and 

7 physiologically based. So it is a circular 

8 definition, and so then they — with the tolerance, 

9 they require more. They get more withdrawal, 

10 biochemical withdrawal types of symptoms, such that 

11 they biochemically require that material. 

12 And then they require more material to get the 

13 same intoxicating effects, and it is a vicious cycle 

14 until in many cases the dose becomes so high that the 

15 individual actually can succumb to the — to the 

16 particular agent. 


17 

Q. 

Is heroin an exampie of a true addiction as you 

18 

use 

the term? 

19 

A. 

Yes. 

20 

Q. 

So in heroin the user experiences intoxication? 

21 

A. 

Uh-huh. 

22 

Q. 

Yes? 

23 

A. 

Yes . 

24 

Q. 

And tolerance? 

25 

A. 

Uh-huh, yes. 
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Q. And significant withdrawal symptoms? 

A. Yes. 

Q. Okay. You know that from your study of the 
literature — 

A. Yes. 

Q. — on this subject? 

A. Yes. 

Q. When you used the term "significant withdrawal 
symptoms," I take it what you mean is biochemical or 
physiological withdrawal symptoms. 

A. Yes. 

Q. Not psychological symptoms. 

A. Correct. 

Q. You don't accept the notion that psychological 
withdrawal symptoms is part of the calculus of a 
dependence or an addiction? 

A. Herein lies the difference between a 
pharmacological definition and a behavioral 
definition. I accept that people can become 
psychologically dependent on a variety of things. 
There's no question that that can happen, but that 
has no relevance to the particular chemical 
components of that thing necessarily. It has to do 
with behavioral aspects associated with it. So 
that's really the difference. 
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IQ. Do you believe there are some people who have a 

2 physiological or biological or biochemical dependence 

3 upon nicotine from cigarettes? 

4 A. Because of the number of people that have been 

5 able to quit as stated repeatedly in Surgeon 

6 General's reports and in other literature, because of 

7 the number of people that have been able to quit 

8 without any help, I do not think there is strong 

9 evidence that people cannot quit. The data is 


10 

there. 


11 

Q. 

What about the people that can't quit? 

What do 

12 

you 

do with them? 


13 


MR. FOWLER: Object to the form of 

the 

14 

question. 


15 

A. 

I believe they can. 


16 

0. 

They're just not trying hard enough; — 


17 

A. 

Well — 


18 

0. 

— right? 


19 

A. 

I don't know. I believe — 


20 

0. 

Well what — 


21 

A. 

— the evidence indicates that people can quit. 

22 

0. 

The vast majority of people that try to 

quit 

23 

relapse, don't they? 


24 


MR. FOWLER: Object to the form. 


25 

A. 

I have not seen the data specifically on 

1 that. 
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no. I know there are many smokers or former smokers 
in the United States today. 

Q. And there are a good 50 million who still 
smoke? 

A. That's correct. 

Q. You've not seen any studies that indicate that 
the relapse rate for first-time quitters is something 
in the 80 to 90 percent range? 

A. Well I think we would have to define what "quit" 
means in that sense. I mean, there are a number of 
different studies out there. There are a number of 
different situations, and we would need to look at 
exactly the — the design of the study and what they 
looked at. 

Q. The definition that we've been working with here 
on the top of this page — I guess it's the fourth 
page of your report — is that the accepted 
definition of any medical or pharmacological 
organization that has addressed this issue? 

MR. FOWLER: Object to the form of the 

question. 

A. Are you referring to intoxication, 
pharmacological tolerance to any intoxicating effects 
and significant withdrawal symptoms? Is that what 
you're referring to? 
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Q. Yes, ma'am. 

A. And the question is is it any — the accepted 
definition for any — 

Q. Any major medical or scientific organization. 

A. I'm not sure other than DSM-IV where there has 
been a real delineation of a definition. I think 
there is still a lot of discussion, as I mentioned 
before, and there are a lot of definitions out 
there. So I would have to say that it's not clear 
that there is any one definition. 

Q. You do know that the DSM-IV does not subscribe 
to the definition in your report? 

A. Uh-huh. 

Q. Yes? 

A. Yes, I do know that. 

Q. And that's because theirs is behaviorally based 
and yours is pharmacologically based? 

MR. FOWLER: Object to the form. 

A. There's no question that theirs is behaviorally 
based. The DSM-IV comes from the psychiatric 
society, so it would be — be looked at from a 
behavioral standpoint. I think that there are other 
sources of information and certainly a lot of other 
study and discussion relative to the terms 
"addiction" and "dependence" that have other 
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criteria associated with them. 

Q. Is there a national association for 
pharmacology? 

A. Yes. 

Q. What is it? 

A. National — let's see. What's the beginning of 
the terms? It's — Pharmacology and Therapeutics is 
the basic — Experimental — gee, I'm sorry. I just 
can't remember right now what the — what the acronym 
is . 

Q. Are you a member of that organization? 

A. Specifically, no. 

Q. Have you ever been? 

A. I might have been in — when I was in graduate 
school, yes. 

Q. Without regard to the name of the organization, 
has that organization weighed in on the topic of 
nicotine and addiction or nicotine and dependence and 
what the proper definition is? 

A. I'm not — 

MR. FOWLER: Object to the form. 

A. Yeah, I'm not sure if the organization per se 
has made a statement. I'm sure that individuals 
within the organization would have and do study the 
issue. 
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Q. Do you know what their views are, the 
organization? 

A. The organization per se? 

Q. Yes. 

A. No. 

Q. Would that be a matter of significance to you in 
terms of your own views? 

A. I would like to know it if they have — if they 
have a specific statement on that. 

Q. Have you looked to find out? 

A. I know that certain individuals have — have 
discussed it as representatives supposedly of that, 
but those are individuals. Whether or not the 
organization has put together a statement or a 
position that's represented by the organization, I'm 
not aware of one. 

Q. Would it be persuasive to you — 

MR. FOWLER: Objection. 

Q. — or would you have to see it first? 

A. Well it would be additional information. I 
would like to know the position. I would have to — 

I would have to see. 

Q. What's your best guess as to what the name of 
the organization is? 

A. It's a member of the Federation of 
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1 Experimental — FASEB, F-A — 

2 Q. F-A-S-E-B? 

3 A. Yeah, Federation of American Societies for 

4 Experimental Biology, and the Pharmacology Society is 

5 the member of that — that group. 

6 Q. The next paragraph of your report basically 

7 outlines, if I can summarize it, your view that 

8 Philip Morris-sponsored research is similar in 

9 character to the research conducted by outside 

10 scientific and medical communities. Take a read of 

11 that paragraph and see if that's a fair statement of 

12 it. 

13 A. Could — where are we? Are we on — 

14 Q. The second full paragraph — 

15 A. Second full paragraph. 

16 Q. — of the second page. 

17 A. Okay. Okay. 

18 Q. Is that a fair characterization of that 

19 opinion? 

20 MR. FOWLER: Object to the form. 

21 A. We certainly have done a lot of research and we 

22 certainly have done research that is consistent with 

23 that conducted by outside scientific and medical 

24 communities. 

25 Q. What work have you done specifically to make 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 


http://legacy.library.ucsf.®du/tiel/gtioO5a0©/pd!f idustrydocuments.ucsf.edu/docs/lkxd0001 



1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


CONFIDENTIAL 

187 

this determination; that is, that Philip Morris 
research is similar in character to the research 
conducted by outside scientific and medical 
communities? 

A. It's an awareness of the studies that are being 
done and have been done, and it's interactions at 
meetings. It's discussions. It's involvement of 
scientists with other scientists at various 
universities, and it's involvement and interaction of 
scientists in coming in and reviewing our work. 

Q. I want to put a time frame to this opinion, if I 
can. 

A. Okay. 

Q. Would the time frame be from the time you joined 
the company to the present? 

A. No. I would say that there is — 

Q. What would be the time frame then? 

A. There is work that had been done and published 

in terms of Philip Morris publications back in the 
'50s we started publishing, so in that — in that 
sense we were members — fully bona fide members of 
the scientific community. 

Q. Is this paragraph intended to compare Philip 
Morris published literature with the published 
literature of outside scientific and medical 
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communities or all literature of Philip Morris 
compared to the published literature of outside 
scientific and medical communities? 

A. Well it delineates further down in the paragraph 
what it's — it says "for example." The research 
conducted, okay, was similar to published 
literature. In other words, it's the relationship 
between our work in-house versus what was going on in 
the scientific community. 

Frequently in terms of looking at any point in 
time there are two things, two factors: Number one, 
that work was going on in the scientific community, 
there was knowledge; and number two is that we were 
on top of that knowledge. And that's what that — 
that paragraph means. 

Q. For the decade of the 1950s — 

A. Uh-huh. 

Q. — is the comparison you're making in this 
paragraph between published Philip Morris research 
and the rest of the medical and scientific community 
or published and unpublished Morris research and the 
rest of the medical and scientific community? 

A. I would say published and unpublished. There 
are studies that were published starting in the 
'50s. 
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Q. So this paragraph refers to both — 

A. Yes. 

Q. — published and unpublished work? 

A. Yes. 

Q. And under the definition of "unpublished work," 
do we include internal studies and memoranda that 
were circulated within the company certainly but not 
made available to either competitors or the public? 

MR. FOWLER: Object to the form. 

A. Yeah, we would certainly include the total base 
of science, which would be represented by the 
documents, internal documents, of Philip Morris R&D. 
Q. Is this opinion limited to the work of your 
department? 

MR. FOWLER: The opinion in that specific 

paragraph? 

MR. SILBERFELD: Yes. 

A. Could you define what opinion we're talking 
about here first. 

Q. Okay. A moment ago at the tail end of one of 
your answers you said in the R&D department. 

A. Right. 

Q. That's what caused me to ask the follow-up 
question, which is: Is this view of yours that the 
work done at Philip Morris is similar to work 
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1 generally available in the scientific and medical 

2 communities limited to what was known at Philip 

3 Morris in the research and development department or 

4 in the company? 

5 A. No, my perspective would be what — what was 

6 done in R&D per se. 

7 Q. All right. So the comparison that's being made 

8 in this paragraph is between the outside scientific 


9 

and 

medical communities on 

the one hand and 

published 

10 

and 

unpublished R&D work at 

Philip Morris for the 

11 

decade of the 1950s to the 

present? 


12 

A. 

Uh-huh. 



13 

Q. 

Yes? 



14 

A. 

Yes . 



15 


MR. FOWLER: When 

you get a chance anytime. 

16 

if 

we could take a break. 



17 


MR. SILBERFELD: 

Sure. Go ahead. 


18 


(Recess taken.) 



19 

BY 

MR. SILBERFELD: 



20 

Q. 

Dr. Ellis, back to the 

same paragraph 

of your 

21 

report that we've been talking about, in support of 

22 

the 

proposition that Philip 

Morris research 

is 

23 

similar in character to the 

research conducted by 

24 

outside scientific and medical communities. 

you cite 

25 

as 

an example the research 

conducted by Dr. 

DeNoble. 
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A. Uh-huh. 

Q. Right? 

A. Yes. 

Q. Specifically what research of Dr. DeNoble are 
you referring to in this paragraph? 

A. Specifically all of it in terms of — in — in 
the sense that on the self-administration and the 
behavioral tolerance demonstrations, there was 
minimum five or six reports in the literature on 
self-administration. Self-administration had been 
done prior to that in a number of animal models, so 
it was consistent with the literature at the time. 

Q. Are you familiar with that work of Dr. DeNoble 
where he compared the reinforcing properties of 
acetaldehyde and nicotine? 

A. I will not characterize his work specifically as 
comparing the reinforcing properties of acetaldehyde 
and nicotine. 

Q. Okay. You're familiar with the fact that he did 
work with acetaldehyde on the one hand — 

A. Yes. 

Q. — and nicotine on the other? 

A. Yes. 

Q. And he reached certain — 

A. Well, let me — he did studies in which he used 
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combinations thereof, yes. 

Q. That's what I'm talking about. 

A. Okay. 

Q. And he reached certain conclusions? 

A. Yeah. 

Q. Do you recall his conclusions? 

A. To specifically state his conclusions, I 
would — I would say that his conclusions, if any, 
were extremely preliminary. He had not put together 
a final report on much of the data. As a matter of 
fact, he had data only in four animals, only one of 
which really showed — showed his point, so to 
speak. 

Q. What conclusion did he reach? 

A. I would not want to try to misquote anything 
that's in his documents. 

Q. Well did he find that acetaldehyde had certain 
reinforcing properties? 

A. He was studying certain effects and interactions 
between nicotine and acetaldehyde and he was claiming 
he had some evidence that there was an interaction in 
his endpoint in the limited studies that he had 
done. 

Q. He had found, had he not, that acetaldehyde by 
itself was reinforcing in the animal studies he did? 
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MR. FOWLER: Object to the form. 

A. I would have to specifically go back and look at 
that data before I could answer that. I don't recall 
that specifically. 

Q. As to the work that he did that was a use of 
acetaldehyde and nicotine in combination — 

A. Yes. 

Q. — he concluded that the two together had 
greater reinforcing properties than either substance 
alone, did he not? 

A. In one rat. 

Q. That's what he concluded? 

A. He — he — he saw that as an effect, 
preliminary effect, in one rat. 

Q. In the one rat he concluded that the two 
substances together had a greater reinforcing 
property than either substance alone; right? 

MR. FOWLER: Object to the form, asked and 

answered. 

A. He saw what he would term an 

additive/synergistic effect, which cannot be really 
quantitatively determined because it was one rat in 
preliminary studies. 

Q. That additive or synergistic effect that 
Dr. DeNoble described — 
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A. Uh-huh. 

Q. — had that been described in the world medical 
literature as of that time? 

A. He did not have publishable data at that time, 
and no, to my knowledge, it was not described per 
se. 

Q. Putting Dr. DeNoble aside, assume he had never 
lived and had never done this work. As of this time 
period when he did this work, was that a phenomenon 
described in the world medical literature? 

A. Not to my knowledge. 

Q. So assuming that Dr. DeNoble had done this work, 
had replicated it, had brought the data up to 
publishable quality, this would have been a new 
finding, would it not? 

A. It would — 

MR. FOWLER: Object to the form of the 

question. 

Q. In the world medical literature. 

A. Certainly a lot of work has been done with 
acetaldehyde as it relates to alcoholism and 
obviously a lot of work had been done with nicotine, 
as I already stated, so there are portions of this 
that, quote, "would not have been new." However, I 
think — I think it's of pertinent interest that 
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subsequent discussions with scientists in these areas 
find that acetaldehyde generally functions as a 
deterrent; that is, in alcoholism, which is something 
that Dr. DeNoble was previously interested in his 
history, that the acetaldehyde being the major 
metabolite of ethanol is really responsible for the 
hangover effect, and therefore it is not generally 
believed in the scientific community that 
acetaldehyde has a major impact in this arena. 

Q. At least as of the time Dr. DeNoble did his 

work — and by the way, when was that? What time 

period are we talking about? 

A. Oh, in the about '82-to-'84 period. 

Q. And in that period of time, his finding about 

the effects of acetaldehyde was of interest to Philip 
Morris, was it not? 

A. I would not want to characterize it as a finding 
or as a finding of an effect. I thought it was a — 
Q. How about an observation? 

A. In one animal, it could have been a fluke. 

Q. He described it as an observation, didn't he? 

A. Okay. 

Q. Yes? 

A. I don't know. I don't know if he used that word 
specifically. 
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Q. However we characterize it — 

A. Uh-huh. 

Q. — the additive or synergistic properties of 
acetaldehyde maybe was something that was of keen 
interest to Philip Morris at that time, was it not? 

MR. FOWLER: Object to the form. 

A. I cannot say, based on my experience, that 
that's the case, no. 

Q. You were there at the time. 

A. Yes, I was. 

Q. Acetaldehyde was an additive to one of the 
company's cigarettes at that time, was it not? 

MR. FOWLER: Object to the form. 

A. Acetaldehyde had never been added directly to 
the flavor system of a cigarette per se. 

Q. Was it an additive to the Merit cigarette, 
ma'am, in this time frame? 

A. Acetaldehyde had been a very small component of 
other flavor systems obtained from vendors and was 
present or added in amounts that would be about one 
one hundred and seventy-fifth of what is naturally 
occurring in tobacco. 

Q. It was an additive to the Merit cigarette 
sometime in the early '80s, was it not? 

A. I would not know that specifically, no. I could 
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not answer that question. 

Q. It was part of flavorings added to the Merit 
cigarette? 

A. I don't know that. 

Q. And what happened within Philip Morris to 
Dr. DeNoble's work? 

MR. FOWLER: Object to the form of the 

question. 

A. I don't understand your question. What do you 
mean what happened to it? 

Q. Was it published? 

A. Which work? Some of it was. 

Q. The additive/synergistic observation or finding 
that Dr. DeNoble made. 

A. On acetaldehyde and nicotine? 

Q. Yes, ma'am. 

A. That particular study, as I indicated, was 

certainly not in a publishable state. There were not 
enough animals. It was not statistically sufficient 
to publish. 

Q. Was the publication of that work blocked by the 
company, to your knowledge? 

A. To my knowledge, I don't know that there was 
ever a request to publish those particular studies. 

Q. At about this same time there was work done by 
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others in the research and development department 
about acetaldehyde; isn't that true? 

A. I'm not sure I know that. 

Q. Are you familiar with the work of — 

A. In relationship to Dr. DeNoble's work? 

Q. No. How about the work of Dr. Charles and his 
finding about acetaldehyde? Are you familiar with 
that? 

A. I'm not sure I understand what finding we're 
talking about. 

Q. Did he determine that to the extent ethanol was 
being used — oh, pardon me. 

Within the company, not Dr. Charles 
specifically, to the extent that ethanol was being 
used and that acetaldehyde was a metabolite of 
ethanol, acetaldehyde is mutagenic, is it not? 

MR. FOWLER: Object to the form of the 

question. 

A. Oh, in terms of testing acetaldehyde as a pure 
compound, you can get positive results in certain in 
vitro assays if that's what you mean. 

Q. And as of the time that finding was made at the 
company, was that fact known, that the metabolite of 
ethanol, acetaldehyde, was mutagenic? Was that known 
in the world medical literature? 
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MR. FOWLER: Object to the form of the 
question as to time. No, no, I withdraw that 
objection. I'm sorry. 

A. I specifically don't know that, but I do know 
that at that time Dr. Charles, who would have done 
that work in conjunction with his Ph.D. work at MCV, 
and to that degree, I assume that he — he published 
that work in that context. 

Q. Do you know whether or not Dr. Charles blocked 
the publication of work showing that acetaldehyde as 
the metabolite of ethanol was mutagenic? 

A. I don't know. 

Q. You don't know one way or the other? 

A. No. 

Q. The statement in your report that "For example. 
Dr. Ellis will testify that the research conducted by 
Dr. DeNoble formerly of Philip Morris was similar to 
published literature" does not include, does it, his 
work about the additive or synergistic properties of 
acetaldehyde and nicotine? That statement could not 
include that work; right? 

MR. FOWLER: Object to the form. You can 
go ahead and answer that if you understand the 
question. 

A. I think there — there are — in the context of 
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doing work, there can be many small experiments or 
findings that may or may not be or constitute real 
effects and that would or would not necessarily be in 
the published literature. This is looking at studies 
that were complete, were of a publishable nature, and 
I don't think, you know, any one experiment you can 
get any result, so I think that we need to — to 
really focus on those studies that were complete and 
reproduced. 

Q. The last sentence of that paragraph says you 
might offer rebuttal testimony in response to the 
plaintiffs' allegations regarding — relating to the 
substance, purpose or interpretation of research 
undertaken by Philip Morris. Up to today, have you 
done any work in connection with that possible area 
of testimony? 

A. Yeah. Yes. 

Q. What have you done? 

A. Well one of them is the list of internal 
documents that was provided as a part of your recent 
bibliography. 

Q. It's actually in front of you. 

A. Right, this — this list right here. 

Q. Okay. 

A. The Bates numbers. 
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Q. There's about 12 documents there? 

A. Yes. 

Q. And what is the intent of listing those? 

A. The intent of listing those was to demonstrate 
and give just an example of some of the work internal 
in Philip Morris relative to the use of ammonia. 

Q. Is that list an exhaustive list? 

A. No. 

Q. How did you select those 12? 

A. I went through some of the studies and looked at 
the larger reports and chose some of the larger 
reports that represented in that period of time some 
of the work that was being done relative to the 
flavor properties of ammonia. 

Q. What do you understand the plaintiffs' claims 
about ammonia to be? 

A. I'm not necessarily targeting my research toward 
any particular plaintiff. I'm targeting and — 
and — as I said, it's difficult for me to separate 
out what's my normal — normal job here versus any 
specific case. There's no question that ammonia has 
been in the newspaper. Ammonia has been discussed. 
Articles on ammonia have been coming out, and I'm 
trying to respond to those issues. 

Q. Well what do you understand the controversy to 
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be about ammonia, whether it's in regard to this 
particular piece of litigation or not? 

A. Well there are a number of different factors, I 
think, that are being discussed, but the bottom line 
in some way is that there's some controversy or 
discussion that ammonia may in some way make nicotine 
more, quote and unquote, "potent" as it relates to 
human physiology. 

Q. And these 12 documents that you selected were 
intended to — 

A. No. 

MR. FOWLER: Let him finish his — 

THE WITNESS: Well — 

MR. FOWLER: Let him finish his question. 
MR. SILBERFELD: Boy, you pause around 
here, you — 

MR. FOWLER: I don't even think you 

paused. 

Q. What was the purpose of selecting the 12 
documents? 

You're forgiven. 

A. Thank you. I'm sorry. 

This paragraph has to do with relating — or 
this sentence in particular has to do with the 
purpose or interpretation of research undertaken by 
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Philip Morris, and — and that's one piece of this 
that is representing what and why we did what we 
did. Okay? The other side of this is some of the 
other issues and allegations on the technical issues 
related to ammonia, but that's not what's covered 
here. 

So the list that you have of internal documents 
is not to — was not selected to refute any claim or 
technical issue. It was meant to represent over a 
period of time some of the work that was being done 
at Philip Morris. 

Q. You understand from some source that the 
plaintiffs in this case or in these state Medicaid 
cases are making certain allegations about ammonia 
and its role in making nicotine more potent? 

A. I know that that — no, like I said before, that 
has certainly been in the newspapers. It's certainly 
been in the FDA discussions. I don't know what 
specific claims any plaintiff is making. Okay? I 
don't want — I don't know that yet. 

Q. Okay. When I go read these documents, I just 
want to understand — 

A. Yes. 

Q. — what your purpose was in pulling them. 

A. My purpose was in the context of this 
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paragraph — 

Q. Yes. 

A. — in representing the kind of work that was 
being done at Philip Morris relative to ammonia. 

This paragraph is about representing Philip Morris 
work, okay, and so that was in that context. 

Q. In terms of rebuttal testimony; that is, 
responsive to claims made by the plaintiffs in this 
case — 

A. Uh-huh. 

Q. — have you done any work specifically relating 
to the substance, purpose or interpretation — 
interpretation of research undertaken by Philip 
Morris? 

MR. FOWLER: Object to the form. 

A. I've certainly read if that's what you mean by 
"work. " 

Q. What have you read? 

A. Oh, I've certainly read Surgeon General's 
reports. I've read literature relative to pH, 
nicotine and ammonia. I've read — if that's the 
topic that we're talking about here. Is that? 

Q. Well I'm talking about this sentence about 
rebuttal testimony. 

A. Right. 
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Q. Do you see that, ma'am? 

A. It's in response to plaintiffs' allegations 
relating to the substance, purpose or interpretation 
of research. So that has to do with the 
characterization of our work. Okay? 

Q. Okay. And in that regard, I know you've done a 
fair amount of reading. 

A. Yes. 

Q. Have you looked at what any of the plaintiffs' 
experts, for example, have had to say about the work 
of Philip Morris and its research? 

MR. FOWLER: In the Minnesota case? 

MR. SILBERFELD: Yes. 

A. I don't know who the plaintiffs' experts are, so 
I — to the degree that there may be some scientists, 
I may have, but I don't know who they are. 

Q. Well have you looked at any expert reports of 
the kind you've prepared about any other witness in 
this case? 

A. I don't believe so, no. 

Q. Has anything been read to you about what any of 
the plaintiffs' experts have written? 

A. No. 

Q. Have you been told anything about what any 
plaintiffs' expert has to say on the subject of the 
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substance, purpose or interpretation of the research 
undertaken by your company? 

MR. FOWLER: Exclusive — excuse me. 
Exclusive, though, of counsel. 

A. I — I don't know who the experts are. I mean, 
I've — I've read different things, but I can't 
really answer your question because I don't know who 
the experts are. 

Q. Other than the dozen or so ammonia documents 
which you pulled and listed for us, have you done any 
other work that you can tell us about today that is 
intended to rebut the plaintiffs' allegations 
regarding the substance, purpose or interpretation of 
research undertaken by your company? 

A. In the context of being familiar with the work 
and the characterization of the work, in the context 
of being familiar with the literature and with the 
technical — technical issues associated with the 
literature, all of those have been general, but we — 
I can't say I've really focused on any one specific 
thing. I have general knowledge that is emanating 
from a number of different issues and factors and 
nothing in specific in terms of this particular 
case. 

Q. Do you plan in the future to look at what other 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 


http://legacy.library.ucsf.®du/tiel/gtioO5a0©/pd!f idustrydocuments.ucsf.edu/docs/lkxd0001 



1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


CONFIDENTIAL 

207 

experts in this case have said about the research 
conducted by Philip Morris and answer that in some 
fashion or do some additional work in connection with 
that? 

A. I have no specific plan sitting here today. If 
I'm asked to — to do some work in that area, 
obviously that's part of my job. 

Q. And you've not read the deposition testimony of 
any of the plaintiffs' experts in this case? 

A. I don't know who they are. I don't — I don't 
know. 

Q. Have you read any deposition testimony in this 
case at all? 

A. Yes. 

Q. Whose? 

A. I've read — I've read — it's going to be 
difficult for me to know who's in this case and who's 
not. I've read Jim Charles, for example. I've read 
part of Bill Dunn and Helmut Wakeham. 

Q. Any others? 

A. Not that I know of. 

Q. And how is it that you came to read the 
depositions in whole or in part of Charles, Dunn and 
Wakeham? 

A. I requested them. 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 


http://legacy.library.ucsf.®du/tiel/gtioO5a0©/pd!f idustrydocuments.ucsf.edu/docs/lkxd0001 



1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


CONFIDENTIAL 

208 

Q. From whom? 

A. From people that had copies of them. 

Q. Counsel? 

A. In some cases it was, yes. 

Q. What was your purpose in doing that? 

A. I wanted to understand what the issues are. 

Q. And did you get an understanding as to what the 
issues were? 

A. Not necessarily. In the context of those 
individuals, maybe. 

Q. Did you do that before or after you wrote this 
report? The report was dated July 1. 

A. Yeah, I think the report came first if I know 
the timing here. I'm not sure. 

Q. Other than those three depositions, have you 
read the testimony of any other witness in this 
case? 

A. I — I don't know of any others. I couldn't — 
those are the three that I specifically know about. 

Q. Okay. Take a look at the next paragraph, which 
is a single sentence. It says based on your 
understanding of the public literature on smoking and 
health and on nicotine and "addiction," in quotes, it 
is your belief that the research conducted or 
sponsored by Philip Morris with which you're familiar 
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is consistent with your views as expressed in this 
report. Can you explain to me what that means. 

A. It means that looking at the totality of the 
information that's been generated at Philip Morris, 
including in — in some of these specific topics; for 
example, the smoking-and-health topic and the 
addiction topic in particular, that the research 
conducted or sponsored by Philip Morris is consistent 
with the views I'm taking and has helped to form 
those views. 

Q. Your view is that smoking doesn't cause lung 
cancer? 

MR. FOWLER: Object to the form. 

A. I didn't say that. 

Q. Is that your view? 

A. I did not say that. 

Q. I'm asking you. 

A. My view is, is that there's evidence to indicate 
that smoking is a risk factor for cancer and lung 
cancer in particular, and I think that we've spent 
quite a few hours on that, but that isn't sufficient 
to prove cause. 

Q. So your view is that smoking doesn't cause lung 
cancer? 

A. No, I did not say that. 
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MR. FOWLER: Objection to the form. 

Q. Okay. What are you saying then about 
causation? 

A. What I'm saying is that the data that's 
available relate to epidemiological data, and it's a 
relative risk. It does not prove cause and it does 
not not prove cause per se. It provides evidence, 
but it is insufficient to prove cause. 

Q. Is the evidence that the epidemiology provides 
substantial evidence — 

MR. FOWLER: Object to the form. 

Q. — to you? 

A. Substantial to make what point? 

Q. To make the point that smoking causes lung 
cancer. 

A. No, it's not substantial in — to make that 
point. There are missing pieces, as we've already 
covered. It is substantial in that there are a 
number of studies that indicate a relative risk. In 
that sense, there are repeated studies that indicate 
a relative risk. 

Q. It's your view that it has not been established 
that smoking causes lung cancer, isn't it? 

MR. FOWLER: Could you read it back. 

A. Are you reading from somewhere? 
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Q. Sure. I'm reading from the page before in the 
first full paragraph, the last two lines. 

A. First — I still don't know where that is. 

MR. FOWLER: I'm not there either. 

Q. Okay. The third page of the report. 

MR. FOWLER: Oh, yeah, right here. 

A. Okay. 

Q. The first full paragraph, — 

A. Yes. 

Q. — the last two lines. 

A. Yes. 

Q. Quote, "... it has not been established that 
smoking causes lung cancer." Do you see that? 

MR. FOWLER: That's a portion of that 
sentence right there. 

A. It's a portion of the sentence. It says "Based 
on this statistical association, she has concluded 
that cigarettes are a risk factor for lung cancer, 
but that it has not been established that smoking 
causes lung cancer." That's correct. That's what I 
believe. 

Q. The public literature on smoking and health 
establishes that cigarettes are a risk factor for 
lung cancer; right? 

A. The public literature on smoking and health, the 
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epidem — well not all of it, no. I mean, some of it 
is animal studies and other studies. The 
epidemiological portion relates to risk factor, yes. 
Q. Does any public literature on smoking and health 
prove the second part of your statement, that it has 
not been established that smoking causes lung 
cancer? 

MR. FOWLER: Object to the form of the 

question. 

(Discussion off the record.) 

A. I think based on the construction of this 
sentence here, that the sentence is intended to say 
what we've been saying all morning, and that is, is 
that epidemiological or statistical associations do 
not establish that smoking causes cancer. 

Q. How does — 

I'm now back on the next page, ma'am. How does 
this one-sentence paragraph that we've been talking 
about relate the public literature on smoking and 
health, nicotine and addiction on the one hand with 
the research conducted or sponsored by Philip Morris 
on the other hand? What is the connection between 
those things as used in that sentence? 

A. The intent of this particular paragraph and 
sentence is to indicate that there is — there is — 
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the data obtained by Philip Morris that I'm familiar 
with and I've read and understood is consistent with 
that in the public literature. There's nothing 
unique that would in any way change the conclusions. 
Q. So to the extent there are documents within 
Philip Morris that describe cigarette smoking as an 
addiction, that would be consistent with the public 
literature? 

MR. FOWLER: Object to the form of the 
question, assumes facts not in evidence. 

THE WITNESS: I would have to have that 
repeated. I don't quite — 

MR. SILBERFELD: Sure. 

THE WITNESS: — understand it. 

(Record read by the court reporter.) 

MR. FOWLER: Object to the form. 

A. I — I — I'm trying to relate it to that 
sentence and I can't, so what this sentence is trying 
to mean or — or say is that, based on the 
understanding of the public literature on these two 
topics, it's my belief that the research that we've 
conducted with which I'm familiar is consistent with 
the views that I've expressed. I — you know, what 
it's saying is that there's nothing unique about 
Philip Morris knowledge in these areas. 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 


http://legacy.library.ucsf.®du/tiel/gtioO5a0©/pd!fi(dustrydocuments.ucsf.edu/docs/lkxd0001 



1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


CONFIDENTIAL 

214 

Q. Well what studies have you reviewed that Phiiip 
Morris has conducted to determine whether smoking 
causes disease in human beings? 

A. That's not what this sentence — that's — 
that's — this paragraph is not about disease in 
human beings. 

Q. What's it about? 

A. It's about smoking and health, which is a very 
broad term. 

Q. It's meant to exclude human beings? 

A. No. It's not meant to exclude human beings in 
terms of that term. Okay? But in terms of the 
research, there are various indicators of smoking and 
health, as we've gone through. 

Q. Yes. 

A. Okay. And some of those indicators can be 
mechanistic studies. Some of those indicators can be 
chemistry. Some of those indicators can be in vitro 
studies. Some of those indicators can be inhalation 
in animal studies, and some of those indicators can 
be epidemiological studies. And in the vast amount 
of knowledge here that we have to deal with, all of 
those studies are being represented as relating to 
the smoking-and-health issue. 

Q. Whenever the term "smoking and health" is used, 
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it's used to refer to human beings, is it not? 

MR. FOWLER: Object to the form. 

Q. The health of human beings is what we're 
interested in; isn't that true? 

MR. FOWLER: Object to the form. 

A. In the sense that we do certain studies, as I've 
just outlined and described, we — we don't do — all 
of those studies are not directly related to what 
might happen in a human being, as we've described for 
most of the day. There are certain endpoints that 
are looked at that may or may not ultimately relate 
to a human being. You can't take certain endpoints 
in bacteria and necessarily relate those directly to 
a human being. 

Q. Has Philip Morris, to your knowledge, ever 
conducted a study of human beings to determine any 
aspect of the health effects of cigarettes? 

MR. FOWLER: Object to the form of the 
question. It's broad, overbroad. 

A. We have funded studies in a variety of different 
areas and through a variety of different mechanisms 
that look at those types of issues. 

Q. Funded what types of studies? 

A. Well we've funded a variety of studies obviously 
through CTR that would be — qualify to be in those 
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1 areas, and we also and currently have a number of 

2 studies that are related to epidemiology that are 

3 currently being funded directly — 

4 Q. When was the — 

5 A. — and indirectly. 

6 Q. Sorry, I didn't mean to cut you off. 

7 When was the first time that the company 

8 sponsored an epidemiological study on smoking and 

9 health in humans? 


10 

A. 

I 

— 



11 



MR, 

. FOWLER: 

Object to the form. 

12 

A. 

I 

couldn't answer 

that. I don't know. 

13 

Q. 

Can you 

give me a 

decade? 

14 

A. 

I 

don ' t 

know. Again, through the funding 


15 through a variety of different mechanisms, funds 

16 could have been used to fund those studies, and I 

17 really don't know specifically when those funds might 

18 have been used specifically for those studies; 

19 however, we are now directly funding some 

20 epidemiology-related types of studies ourselves. 

21 Q. In this particular paragraph, as I understand 

22 it — and please correct me if I'm wrong — 

23 A. Uh-huh. 

24 Q. — you are lining up in parallel fashion, if you 

25 will, the public literature on smoking, health. 
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nicotine and addiction, — 

A. Uh-huh. 

Q. — your beliefs on those subjects and research 
conducted or sponsored by the company. Do I have 
that right? 

A. Is this in this one-sentence paragraph? 

Q. Yes, ma'am, that's what I want to know. 

A. I think — I think that what you're talking 
about of lining up the literature versus the — 
internal literature versus the external literature is 
represented by the paragraph above. I think this 
paragraph represents that the research conducted and 
sponsored by Philip Morris is consistent with the 
views that are stated. 

Q. In the report? 

A. Correct. 

Q. That's why you said "with her views as expressed 
above"? 

A. Right, right, right. 

Q. So that your views as expressed in this report 
are consistent, as you see it, both with the public 
literature on smoking and health, nicotine and 
addiction and the survey — pardon me, the 
research — 

A. No, I didn't say that. 
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Q. Okay. That's fine. Let's stop. 

Are you saying that your views are consistent 
with the public literature on smoking, health, 
nicotine and addiction? 

A. Based on this one-sentence paragraph, the key 
part of this is the research conducted or sponsored 
by Philip Morris is familiar — with which I am 
familiar is consistent with the views that I've 
expressed. In other words, I'm trying to represent 
what it is that we know, and that's what this 
paragraph is supposed to represent. 

Q. Okay. So what you're telling us here is that 
your views as expressed in the report are consistent 
with the research conducted by the company, conducted 
or sponsored by the company? 

A. Yes. 

Q. You're not telling us necessarily that your 
views are consistent with the public literature on 
smoking, health, nicotine and addiction? 

A. I'm not telling you that. 

Q. In fact, your views are, at least in part, at 
odds with the public literature on smoking and 
health, nicotine and addition? 

A. I would say that there — you could certainly 
find people that conclude from epidemiological 
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evidence cause and effect. I would say that you 
would certainly find people in the literature that 
use the term "addiction," and I would say that you 
will find those, yes. So to that degree I think that 
your statement is correct. 

However, I will also say that you will also find 
those that say that you can't use epidemiological 
evidence in that fashion and that there is a lot of 
confusion and an issue with the way the term 
"addiction" and "dependence" are being used. So I 
think you're right. It is very much in part, and I 
think that these are not clean and clear subjects. 

Q. In fact, your views on smoking and human health 
are inconsistent with every major medical 
organization that has considered the question; isn't 
that true? 

MR. FOWLER: Object to the form of the 

question. 

A. As I said earlier today, I think it is entirely 
within the purview of a public health official and a 
medical organization to look at epidemiological 
studies and make judgments on those and communicate 
that information to their patients. I think that is 
appropriate. I think that that should happen. 

I'm a scientist. I look at specific scientific 
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data to the — to the — to the sense that we're 
looking at quantitative evaluations, and in that 
respect I think that it's a different scenario. I 
think there are places for both. I think there are 
both in the literature, and I think there is a 
difference between those, and — and there is a big 
difference between those, but I don't in any way say 
that either one should not exist. 

Q. You are aware that every major medical 
organization that has considered the question of 
smoking and disease has concluded that there is a 
cause-and-effect relationship between those two 
things. You know that, don't you? 

MR. FOWLER: Object to the form. It 
assumes facts not in evidence. 

A. I am aware that many medical associations have 
produced strong language relative to the risks of 
smoking, yes. 

Q. And those views as expressed by those 
organizations, including the government and the World 
Health Organization, are inconsistent with your views 
on smoking and cancer causation, for example? 

MR. FOWLER: Object to the form of the 
question, misstates the prior testimony. 

A. I think — I think it's a matter of again the 
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perspective. I — I don't say that they're — 
they're — in terms of the words, you're not going to 
find that there's a difference. Okay? There is a 
difference, but the criteria being used is also 
different and I think that is where the basis of the 
different — difference lies. 

Q. Does the fact that these organizations and 
governments disagree rather strongly with your views 
on smoking and health give you any pause at all about 
the validity of your own views? 

MR. FOWLER: Object to the form. 

A. None whatsoever, because I said the criteria are 
different, and I have in no way represented here that 
these groups should not use this information to 
communicate and warn their — their patients about 
their life-style, and I think that's totally 
appropriate. 

Q. And on the subject of nicotine and dependence, 
you understand, do you not, that the major medical 
organizations, again the American psychiatric 
organization, the psychological organization, the 
Surgeon General, have all come out and said nicotine 
is either addictive or dependence producing? You 
know that, don't you? 

A. No, I don't. 
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MR. FOWLER: Object to the form. 

Q. You don't know that? 

A. No. 

Q. You know the Surgeon General has said that? 

A. Well you can have Jack Henningfield discuss the 
abuse liability of nicotine relative to the gum and 
patch. You can have the gum and patch containing 
nicotine being sold over the counter. What are the 
addictive properties of those products? 

Q. How about in aerosols? 

A. Uh-huh. 

Q. Has there been any work done on nicotine — 

A. Nicotrol. 

Q. — aerosols? 

A. Nicotrol, right. 

Q. And what has been the findings as to whether or 
not there's been any abuse of those substances? 

A. My understanding is that the sensory aspects of 
those aerosols are such that — that there are issues 
with them. 

Q. Going back to my question, though, you do 
understand that the Surgeon General has said nicotine 
in cigarettes is addictive? Whether you agree with 
it or not, you understand that, don't you, — 

MR. FOWLER: Object to the form. 
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IQ. — that that statement has been made by the 
2 Surgeon General of the United States? 


3 

A. 

1988 . 




4 

0 . 

Okay. Does that statement 

by the 

chief medical 

5 

officer of this country give 

you 

any pause about the 

6 

validity of your own view on 

the 

same 

subject? 

7 

A. 

No. 




8 

0 . 

Why not? 




9 

A. 

The criteria are different 

and we 

're talking on 

10 

a 

different basis. 




11 

0 . 

Okay. Let's talk about 

a few of 

the writings 


12 which are listed in Exhibit 1313, the bibliography. 

13 MR. FOWLER: That's the first 

14 bibliography? 

15 MR. SILBERFELD: Yes, uh-huh. 

16 MR. FOWLER: Thank you. 

17 Q. And I want to show you what's listed as number 

18 144 of Exhibit — I think it's 2, and — 

19 MR. FOWLER: Let me try to find it for 

20 you. 

21 Q. — I should tell you, if you're not aware of 

22 this, that Exhibit 2 actually comes in two parts 

23 because it's broken out by decade, and the number 144 

24 I'm looking at is on a page 11. 

25 MR. FOWLER: Okay. 
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MR. SILBERFELD: Mr. Fowler, near the end. 
MR. FOWLER: Okay, got it. The 
Henningfield reference? 

MR. SILBERFELD: Yes, uh-huh. 

Q. This is one of the articles you read; is that 
right? 

A. Yes. 

Q. And are you generally familiar with this 
article? 

A. I may not be able to specifically recall this 
particular one in this whole group, but I have read 
it. If you have a copy, that would be very helpful. 
Q. I do, and I want to talk to you about it. 

A. Great. 

Q. In reading this and other articles in the 
bibliography, did you find things that were helpful 
to the formation of your opinions? 

A. Certainly in terms of taking the totality of the 
information here, especially some of the recent 
information in this particular area, there is helpful 
information. 

Q. Okay. Let me mark as next in order the article 
itself called "NICOTINE REPLACEMENT, A Critical 
Evaluation." I'm reliably told that "NICOTINE 
REPLACEMENT" is actually the book. The article is 
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called "PHARMACOLOGIC BASIS FOR NICOTINE 
REPLACEMENT." 

(Discussion off the record.) 

(Plaintiffs' Exhibit 1315 was marked 
for identification.) 

BY MR. SILBERFELD: 

Q. Do you have it in front of you, ma'am? 

A. Yes. 

Q. I'd like to direct your attention to a few of 
the key areas. You know Dr. Henningfield, do you 
not, or of him? 

A. Yes, I certainly do and I've certainly seen 
him. 

Q. You regard him as an eminent researcher in this 
field? 

A. He has certainly published extensively in the 
field. 

Q. Do you regard him as an eminent researcher, 
somebody who's quite knowledgable about the topic? 

MR. FOWLER: Object to the form of your 

question. 

A. I regard Dr. Henningfield as an individual who 
has many opinions in this area. 

Q. Do you agree with Dr. Henningfield's views about 
the pharmacological effects of nicotine? 
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A. I would have to understand specifically what his 
views are in order to answer that question. 

Q. In a general sense, do you find that his views, 
as you know them, comport with your own, or does he 
generally speak or disagree with your views? 

MR. FOWLER: Object to the form. 

A. I would say that in some instances 
Dr. Henningfield produces data and makes conclusions 
based on data. I would say in other instances, 
including some aspects of this paper, he is proposing 
certain things rather than really relating his 
thoughts to hard data. 

Q. This is an article he wrote in 1988. Let me 
direct your attention to the very first paragraph 
where it reads "The pharmacologic basis for the use 
of nicotine replacement strategies to treat tobacco 
dependence is derived from three observations." 

A. Uh-huh. 

Q. "The first is that compulsive tobacco use 
involves physiological and behavioral dependence on 
nicotine." Do you see that? 

A. Yes, I see that. 

Q. Do you disagree with that statement? 

A. I do not believe that Dr. Henningfield has put 
forth data to support that statement. 
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Q. So that — 

A. And I also believe based on subsequent studies 
that there's information, as I've recently and today 
indicated, to say that nicotine — behavioral 
dependence on nicotine doesn't — doesn't exist in 
the context of certain situations. And that's pretty 
clear. I think com — smoking per se is a complex 
behavioral process. 

Q. So your view is that today the notion of 
behavioral dependence on nicotine from cigarette 
smoking does not exist? That is a nonphenomenon? 

A. No, I say — 

MR. FOWLER: Objection to form. 

A. Yeah, I did not say that. I said that some 
people still may believe that. I say some people 
still may think that. I say there's just as — you 
know, there's other people that don't believe that, 
and there are now more and more publications relative 
to the sensory impact of smoking, the non-nicotine 
effects of smoking, the lack of nicotine replacement 
success, et cetera, that support my views. 

Q. And your view is it's a nonphenomenon? 

A. No. 

Q. What is your view? 

A. I think this is a very important area of 
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research, and if you're trying to represent that I 
think that it isn't, I don't think that's fair. I — 
I'm saying that there — the terminology and the 
study in a complex situation, such as smoking, is 
very difficult. When we start to pick apart the 
factors and start to look at it, we're now getting 
more information about the important sensory cues, 
about the data that's relevant to the behavioral 
aspects of smoking and about the fact that nicotine 
in itself in other forms does not support those 
behaviors. 

Q. A little further down in that first paragraph 
almost near the end Dr. Henningfield writes "The use 
of nicotine replacement to treat tobacco dependence, 
therefore, is not a unique therapeutic strategy;" — 
A. That's right. 

Q. — "it follows from the observation that the 
pharmacologic addiction process involved in tobacco 
use is essentially the same as that underlying other 
forms of substance abuse." 

Was Dr. Henningfield wrong when he wrote that? 

A. I think the definition he's using here in 1988 
is similar to the one I previously discussed 
regarding actual biochemical dependence, and I think 
that in 1988 his definition here is not consistent 
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with the DSM definition, which is more of a 
behaviorally based definition. 

If indeed cigarette smoking is fundamentally 
related to nicotine, nicotine replacement therapies 
should be certainly much more effective than they 
are. 

Q. Do you believe that tobacco has psychoactive 
effects? 

A. Do I believe tobacco has psychoactive effects? 
Measurable to the consumer, as we've discussed 
previously, again we're going to have to define the 
term "psychoactive." Do I believe that nicotine is 
in tobacco and do I believe nicotine can bind to 
receptors and those receptors are in the brain? 

Yes. Do I believe there are overt results to that 
phenomenon? No. 

Q. In the second sentence of the next paragraph. 

Dr. Henningfield writes "There is evidence that for 
at least a millennium, tobacco-using cultures 
regarded tobacco use as a sacred or magical activity, 
presumably because of tobacco's psychoactive 
effects." Do you see that second sentence? 

A. No. Yes, now I do. 

Q. Do you agree or disagree with that assessment? 
MR. FOWLER: Object to the form as 
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compound. 

A. Yeah, I — I would have to — I — quite frankly 
the millennium I haven't really handled from this 
perspective. I am aware of some studies way back 
when when actual toxicity was seen upon exposure in 
certain tribes to various tobacco or nicotine-related 
situations. Those were basically acute toxicity 
types of situations, though. 

So I am aware of that literature, and whether or 
not these particular references are referring to that 
or not, I cannot tell from this article. 

Q. Turn over, if you would, to the next page. On 
the left-hand page, the first full paragraph begins 
with the word "Tobacco addiction." Do you see that? 
A. Yes. 

Q. Dr. Henningfield writes "Tobacco addiction 
involves both behavioral and physiologic dependence 
on nicotine." Do you see that? 

A. Yes, he's — that's what it says. 

Q. Do you disagree with that? 

A. Based on today's knowledge, I disagree with 
that. 

Q. How about in 1988? Was that a true statement in 
'88 as far as you are concerned? 

MR. FOWLER: Object to the form. 
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A. Based on what I understand, this was not — was 
a statement made by Dr. Henningfield, and based on 
all of the evidence that we have currently, I don't 
see where that statement can be supported 
specifically. 

Q. A little further down it says "... nicotine 
passes the tests for abuse liability and dependence 
potential." As of 1988 did you agree with that 
statement? 

MR. FOWLER: Do you see that? 

A. "... nicotine passes the tests for abuse 
liability and dependence potential." Well there 
are — Henningfield himself has stated to indicate 
that that's not the case, so I think that an 
examination of all of the data that's currently 
available would be warranted relative to that 
statement. 

Q. He's repudiated that statement? 

A. Yes, in his studies. He's done the actual 
studies himself on the nicotine patch and gum and has 
stated in the documents submitted to the Drug Abuse 
Advisory Committee that there is low abuse potential 
with those products. 

Q. In the nicotine patch and gum product area, does 
the route of administration matter, do you believe, 
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in terms of the effects of nicotine on the person? 

MR. FOWLER: Object to the form. It's 
vague. I object. 

A. Very complex question. From a behavioral sense, 
there are certain aspects to route of administration 
that I think can reinforce behavior. Anybody knows 
as in certain Pavlovian types of psychological 
studies a quick response or reinforcement is — is 
stronger just because of the time factor, and again 
these are generalities and whether or not they 
specifically apply I don't know. So in that sense, 
route of administration may be important, especially 
from a sensory aspect. 

However, as a pharmacologist, if fundamentally 
nicotine was a dependence-producing drug, if you get 
the drug in the body, it shouid produce dependence no 
matter what route of administration, from my 
understanding. 

Q. No matter how long it takes? 

A. If it's a dependence-producing drug, you should 
be able to demonstrate dependence no matter what 
route of administration. It may take a higher dose 
or whatever, but you should be able to demonstrate 
it. 

MR. FOWLER: Could we hold on for one 
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1 second. 

2 (Discussion off the record.) 

3 BY MR. SILBERFELD: 

4 Q. Dr. Ellis, is it understood what the length of 

5 time is for nicotine gum to have a physiologic effect 

6 on the subject? 

7 A. Well I think it would depend on what effect 

8 you're looking at. 

9 Q. Any physiological effect. 

10 A. I'm not sure — I'm not aware of the specific 

11 data to be able to answer that here today. Are — 

12 you know, I'm — I'm aware of differences between 

13 administration and blood levels of nicotine, but to 

14 what degree, what level would be required for what 

15 effect, I'm — I'm not aware of that specific data. 

16 Q. Okay. Generally speaking, are you aware that 

17 nicotine as administered by cigarettes gets to the 

18 brain faster than by the gum route or the patch 

19 route? 

20 A. Certainly nicotine as administered by cigarettes 

21 reaches the brain very quickly. Some nicotine 

22 administered — administered by gum would be absorbed 

23 in the oral mucosa and would reach the brain in — in 

24 a period of time that would be somewhat less, but 

25 still relatively quick. 
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There are differences potentially in the level, 
but again in principle here we're talking about the 
absolute effect of a drug, and whether or not it's 
dependence producing should be a property of that 
drug rather than particularly the route of 
administration. 

Q. So it's your view that the route of 
administration in order to determine whether nicotine 
is dependence producing is irrelevant? 

MR. FOWLER: Object to the form. 

A. I think that if we were to do some studies — 
and I think some studies have been done — on 
nicotine aerosols, for example, the problem with that 
is that the aerosol can be sufficiently large so that 
you cannot deliver nicotine to the lung, the same 
effect. The aerosol would then be absorbed in the 
oral mucosa, so in order to have — again I'm a 
scientist. I need data. In order to have specific 
comparisons, one would need an aerosol of precisely 
the same size. 

Now other studies with the Nicotrol vapor 
inhaler have been done. The data — IIC PET scans 
have been done to indicate that there is absorption 
in the oral cavity. 

So I don't have specific data to answer your 
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question. Because of no other model of just nicotine 
without the other sensory effects of smoke, there's 
no clean controlled experiment to make those 
determinations. 

Q. Over on the right-hand page, which in this 
document is page 37 — do you see that? 

A. Uh-huh. 

Q. Four lines from the top Dr. Henningfield writes 
"Once in the body, nicotine produces a cascade of 
effects on neurohormonal and other systems." Do you 
see that? 

A. Yes. 

Q. Do you agree with that statement? 

A. Well certainly in terms of neurohormonal being 
the autonomic nervous system as it relates to 
potentially animal studies with various doses of 
nicotine that may be outside the realm of what's in a 
cigarette or what's delivered by a cigarette, that 
can happen, yes. 

Q. When he uses the word "cascade of effects," do 
you know what he's referring to? 

A. I would have to go back to the specific paper he 
referenced. 

Q. You're not familiar with — 

A. Pom — yes, I am familiar with his work. I am 
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very much familiar with his work and have heard him 
speak, yes, but I would have to go back to 
specifically refer to what that — what that means. 
It's a very general statement. 

Q. Without regard to what the specific effects are, 
you agree, do you not, that nicotine produces 
multiple effects physiologically on the body when 
administered through cigarettes? 

A. That's a very difficult question to answer. 

Some of the effects early on, if an individual starts 
to smoke a cigarette, you're going to have more 
pronounced effects from that same — same level of — 
of smoking. Later on because of tolerance to 
peripheral effects, you may not have much of an 
effect. 

It depends on what you're measuring is the best 
answer and the time frame and the nature of the 
subject. 

Q. Okay. Is smoking behavior a compulsive 
behavior? 

MR. FOWLER: Object to the form of the 

question. 

A. In certain individuals, certain individuals I 
think you might classify it as a compulsive behavior 
if indeed you define "compulsive" as a repeated 
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behavior with some regularity. 

Q. You've actually seen behavior of smokers, 
haven't you? 

A. Yes. 

Q. Either in your workplace or — 

A. Surely. 

Q. — elsewhere? 

A. Uh-huh. 

Q. And smokers, it's difficult to generalize, but 
as a group, smokers focus on their smoking, do they 
not, sometimes to the exclusion of other activities? 

MR. FOWLER: Object to the form of the 

question. 

A. I don't recognize that as a fundamental 
characteristic of smoking. I think smoking is done 
while doing many activities, so in the context of 
those terms, unless regulatory considerations make 
individuals go out on the street, that's a — that's 
a constraint that is past the actual act of smoking 
itself. 

Q. That's actually the example I was thinking of. 
A. Right. 

Q. To the extent people are huddled out here on 
Park Avenue in January smoking cigarettes, those 
people gave up the comfort and warmth of their 
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offices to go outside and do that in January, didn't 
they? 

A. Those people went outside on the — on the 
street because of the regulatory requirements. 

Q. Well they went outside on the street to smoke. 
A. Yes, they certainly did. 

Q. Okay. 

A. And they certainly do. 

Q. And they do that in order to engage in the 
behavior, right, and get whatever they get from it? 
A. They do that because of regulatory 
requirements. 

Q. Well they have a choice not to smoke; right? 

A. The term — 

Q. They don't have to smoke. 

A. Right. And some don't. 

Q. So they could choose to sit in their offices 
from 9 to 5 and not smoke? 

A. And some don't. 

Q. Or they could choose to go outside and have a 
cigarette? 

A. That's correct. 

Q. And you see a lot of people huddled outside in 
January on Park Avenue, don't you? 

MR. FOWLER: Object to the form. 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 


http://legacy.library.ucsf.®du/tiel/gtioO5a0©/pd!f idustrydocuments.ucsf.edu/docs/lkxd0001 



CONFIDENTIAL 


1 A. I can't say I frequent Park Avenue on the street 

2 very much, so — 

3 Q. Especially in January. 

4 But does that behavior to you connote some 

5 compulsiveness, the example that we've been talking 

6 about, that people will leave the 45th floor of their 

7 office building and whether it's winter or summer go 

8 outside to have cigarettes and do that several times 

9 a day? 

10 A. Well, I think that people tend to do certain 

11 things in the day that are social activities that 

12 relate to breaks, that relate to coffee breaks, that 

13 relate to lunch breaks, that may relate to smoking 

14 breaks, and I think that that is a part of that 

15 component. 


16 

Q. 

Do you regard smoking as a social 

activity? 

17 

A. 

I think it can be, yes. 


18 

Q. 

Well is it? 


19 

A. 

I think it is in some cases, yes. 


20 

Q. 

In all cases? 


21 

A. 

Well I think it depends on your -■ 

- on the 


22 environment, yes. I think in — at restaurants or 

23 bars or parties, smoking can be considered to be a 

24 social activity, yes. 

25 Q. How about in our example of the office worker 


STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 


http://legacy.library.ucsf.®du/tiel/gtioO5a0©/pd!f idustrydocuments.ucsf.edu/docs/lkxd0001 



1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


CONFIDENTIAL 

240 

who rides 45 floors to the lobby to go outside and 
have a cigarette and does so not in the company of 
coworkers but just goes out to have a cigarette? 

Would you regard that as a social activity? 

A. I think that I would need to speak to some of 
those people to make that judgment. My understanding 
from — from some of the situations that I've — I've 
been made aware of is that it's becoming one. 

Q. Take a look at the next paragraph of 
Dr. Henningfield's article there. After the 
underlined sentence there there's a sentence that 
says "To establish that a compulsive behavioral 
disorder is a form of substance abuse, it is 
necessary to verify delivery of an addicting drug to 
the central nervous system." Do you see that, 
ma'am? 

A. No, I haven't gotten there. 

Q. Page 37. 

A. Oh, over here. 

Q. Same side we were on before, just a little 
further down. 

A. I see that. 

Q. Do you agree that in order to classify a 
behavior disorder as a form of substance abuse a 
central nervous system effect must be demonstrated? 
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MR. FOWLER: Well hold on one second. 

THE WITNESS: I need to have that read. 
(Record read by the court reporter.) 

MR. FOWLER: I'm going to object to the 
form of the question in — in terms of the expertise 
of this witness. If you can answer, go ahead. 

THE WITNESS: Could I have it reread again, 

please. 

(Record read by the court reporter.) 

MR. FOWLER: And same objection concerning 

expertise. 

A. Behavior disorder as a substance abuse? Hmm, 
wow. I'm not sure I can answer that. I think there 
could be situations where people could be 
physiologically addicted to certain items; that is, 
biochemically addicted without having a central 
nervous system effect, because, for example, some 
things you could take and you get physiologically 
dependent on them because they change fundamentally 
your metabolism. 

So I think that there are a number of different 
pharmacological and biochemical and physiological 
states, and you might have different combinations 
thereof. 

Q. Okay. 
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MR. FOWLER: When you get a chance, could 
we take another short break? 

MR. SILBERFELD: Sure. Let me just finish 
this topic, and then we'll go on to take the break. 

MR. FOWLER: Absolutely. 

Q. The next sentence. Dr. Ellis, says "The 
addictiveness of tobacco has been suspected for 
nearly a century but was first confirmed most 
elegantly in the 1950s by Schmiterlow and 
colleagues ...." Do you see that, ma'am? 

A. Yes, I see the sentence. 

Q. And Schievelbein. Do you see that? 

A. Yes. 

Q. Is Schmiterlow's work in the bibliography? 

A. I doubt it because I quite frankly can't 
recall — can't recall that study. 

Q. It would be in Exhibit 2, which was the 
collection of documents about nicotine and addiction; 
right? And it would be in the 1950s, wouldn't it? 

A. Potentially, I guess, based on what's stated 
here. 

MR. FOWLER: Just for clarification, they 
don't — actually say the '50s and they don't cite a 
publication or a publication date. 

MR. SILBERFELD: Okay. 
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Q. Let me turn your attention to paragraph — 
page 43 of the article on the right-hand side near 
the bottom. 

A. Okay. 

Q. Do you see the sentence that's underlined? 

A. Yes. 

Q. "Nicotine is a mood elevator," paren, 

"(euphoriant)." 

A. Uh-huh. 

Q. Do you see that? 

A. Yes. 

Q. Do you disagree with that statement? 

A. I think that there are certain circumstances and 
certain doses of nicotine that have — especially in 
individuals that are not smokers that could produce 
various effects that would be classified in that 
category. 

Q. How about in smokers? Do you think that 
nicotine from cigarette smoking is a mood elevator or 
a euphoriant? 

A. Euphoria generally refers to, in my definition, 
as a — quote, "a high" per se or is associated with 
those drugs of abuse that have an intoxicating 
effect. To that degree, I don't believe nicotine 
produces that effect, no. 
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Q. Dr. Henningfield refers to the work of Johnston 
in 1942 — 

A. Uh-huh. 

Q. — as having demonstrated the ability of 
nicotine to elevate mood directly and produce 
pleasurable effects. Do you see that? 

A. Yes. 

Q. And that's a paper referred to in your 
bibliography. I'll represent to you. 

A. That's exactly the point, is you look at those 
studies and you look at the context of those studies 
and the dose and the — the basis of the — either 
the animal or the situation that was designed into 
that study in terms of prior exposure to nicotine, 
and I think those are all factors that one would have 
to understand and take into effect when interpreting 
studies and data. 

So just a sentence that says that you can have 
euphoria with nicotine, as I said earlier with the — 
with the example of the tribe, there are certain 
tox — toxic or acute effects that are not normal 
effects at higher doses and in people or animals that 
are not used to nicotine per se. 

Q. Are you saying that this reference to Johnston 
is a reference perhaps about nicotine but not about 
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smoking? 

A. Well it says he gave himself and others 
intravenous injections, so I would agree that it is 
about — not about smoking. 

Q. The article's titled "Tobacco smoking and 
nicotine," Johnston's article. 

MR. FOWLER: The 1942? 

MR. SILBERFELD: Yes. 

A. Well herein lies the problem why you have to go 
to the data. The — this — the sentence here states 
"The ability of nicotine to elevate mood directly 
and produce pleasurable effects was first 
demonstrated by Johnston" in "(1942), who gave 
himself and others intravenous injections of 
nicotine." I'm going by that. 

Q. Take a look at the bibliography; that's page 58 
of the document. On the left-hand side there — 

A. Yes. 

Q. — see the reference to L. M. Johnston? 

A. Correct. 

Q. The title of the article is "Tobacco smoking and 
nicotine"? 

A. Yes, it is. 

MR. SILBERFELD: Counsel wanted a break. 
Let's take a break. 
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1 (Recess taken.) 

2 BY MR. SILBERFELD: 

3 Q. We've had an off-the-record discussion about 

4 this Henningfield paper, and we had talked earlier, 

5 Dr. Ellis, about the Schmiterlow and Schievelbein — 

6 A. Uh-huh. 

7 Q. — papers, and looking at Exhibit 2 — actually 

8 it's Exhibit 1313, but Exhibit 2 of that, it appears 

9 that both the Schmiterlow paper for 1967 and the 


10 

Schievelbein paper of 

1984 — 

11 

A. 

Right. 



12 

Q. 

— appear 

■ in the 

exhibit. You've confirmed 

13 

that, haven't 

you? 


14 

A. 

Yes. 



15 

Q. 

Okay. 



16 


MR. 

FOWLER: 

In your bibliography. 

17 


THE 

WITNESS: 

: Yes. 

18 


MR. 

FOWLER: 

Thank you for that 

19 

clarification. 



20 

Q. 

One of the articles in Exhibit 1313 in the 

21 

decade of the 

'90s is 

the Halpern article published 

22 

in 

the Journal 

of the 

National Cancer Institute. 

23 


MR. 

FOWLER: 

That's in Exhibit 2 to — 

24 


MR. 

SILBERFELD: No, it's in Exhibit — 

25 


THE 

WITNESS: 

: 1, yeah. 
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MR. SILBERFELD: It's part of Exhibit 1 
near the end. 

MR. FOWLER: I just turned to it. '93? 

MR. SILBERFELD: Yes. 

(Plaintiffs' Exhibit 1316 was marked 

for identification.) 

BY MR. SILBERFELD: 

Q. You have Exhibit 1316 in front of you, and 
that's the Halpern paper referred to in your 
bibliography. Dr. Ellis? 

A. Yes. 

Q. Let me direct your attention to the summary at 
the front of the paper. At the bottom of the 
left-hand column of the first page over to the top of 
the second column it reads, does it not, "Unlike 
previous research, which has primarily examined the 
effects of cessation as a function of years since 
quitting, our results demonstrate that age at 
cessation has a major impact on subsequent lung 
cancer risks." And the implications are "Smokers of 
all ages should be encouraged to quit because 
cessation at any age decreases lung cancer risk 
relative to that of current smokers." Did I read 
that correctly? 

A. Yes. 
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1 Q. Do you agree with that advice? 

2 MR. FOWLER: Object to the form. 

3 A. Let me familiarize myself with the data here. 

4 (Witness reviews Plaintiffs' 

5 Exhibit 1316.) 

6 A. May I ask are you asking me relative to my 

7 thoughts on the conclusion and whether I agree with 

8 this as being communicated — communicated as a — in 

9 the context of the public health community to the 

10 American public, or are you asking me whether or not 

11 I agree that these and the data support the 

12 conclusion, not the implication? 

13 Q. Well from the design of the study standpoint and 

14 from the data, do you concur In the conclusion? 

15 A. In the conclusion. And the conclusion I think 

16 that there — and again I have just had a cursory 

17 chance to look at this, but obviously if you — if 

18 you look at people over different decades, you're 

19 going to find that individuals that are younger 

20 probably have smoked generally a shorter period of 

21 time than those that are older per se. Now that's 

22 different than the age at — at which you quit, so 

23 there — I don't know if there was a good solid 

24 control for the number of years smoked per se for 

25 each of those age-groups. 
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The other issue with many studies done relative 
to age-groups is the number of people in the 
different groups varies, number one. There are other 
issues with other confounding factors in older 
age-groups also, so it — you know, one would have to 
take it. 

I have no problem with, you know, indicating 
that the public health community, if it makes this 
determination that this is something that should be 
stated, then it should be stated. If — so there are 
two separate questions. I think there are issues. 

Q. So on the — on the study design and data side, 
you — you can't really answer the question whether 
the conclusion is supported by the data? 

A. I'm saying there are limiting factors and 
confounding issues which are inherent in these kinds 
of studies. 

Q. And call the conclusion into question because of 
that? 

A. Well certainly require further study and better 
controls. 

Q. But as to whether this conclusion as public 
health advice should be given, you agree it should be 
given? 

A. I agree that that's up to the purview of the 
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public health community. 

Q. Would you agree that it should be given? 

MR. FOWLER: Object to the form. 

A. Yeah, I'm — I'm certainly — I think that 
they're complicated issues there, and that is, is 
communication to the public has to be done in a 
consistent way and I think it has to come from a 
source that is consistently looking at all of the 
life-style issues and all the other factors and is 
communicating consistently within the purview of the 
data that's available on all of those. 

So you can't have different people making 
judgments on what should or should not be 
communicated because I think it would then be very 
confusing to the — to the community. 

Q. From a public health standpoint, would you 
support the removal or limitation of one known risk 
for the development of lung cancer? 

MR. FOWLER: Object to the form. 

A. Of — of course I would if that were certainly 
substantiated. 

Q. And cigarette smoking is a known risk for the 
development of lung cancer? 

MR. FOWLER: Object to the form. 

A. In the context of epidemiological studies only. 
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Q. The answer to my question is yes? 

A. In the context of epidemiological studies, 
cigarette smoking is — has been identified as a risk 
factor. However, the term that you use is "known," 
and that connotes that it has been attributed to 
specifically smoking in the sense that all of the 
other confounding factors have been eliminated. 

Q. I didn't mean to suggest that at all. 

A. Okay. 

Q. What I do mean to suggest and say directly to 
you is: As a public health manner — 

A. Uh-huh. 

Q. — you would support, would you not, limiting or 
eliminating cigarette smoking because it is a known 
risk factor for the development of lung cancer and 
other diseases? 

THE WITNESS: Yeah. 

MR. FOWLER: I'll object to the form of the 

question. 

A. Let me chronicle where we've been. You asked 
if — if there — if I would support removing a 
risk. Of course I would support removing a risk in 
that context. And then we discussed whether or not 
cigarette smoking is a definable risk in the context 
of that. Now we're into an area here whereby we're 
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saying we're removing cigarette smoking per se. 

There are many risks, and — and I think that 
there are many choices we all have to make. I think 
what I am supporting here is certainly the 
communication of those risks. I think those risks 
have been communicated and are being communicated. 

Q. Turn, if you would, to page 461 of the article, 
right-hand column, bottom of the page, last 
paragraph. The authors say "The results from this 
study concur with the findings of the U.S. Surgeon 
General," — 

A. Uh-huh. 

Q. — "who concluded that cessation of smoking 
results in significant health benefits and that it is 
never too late to quit." Do you see that? 

A. Yes. 

Q. Do you agree with that statement? 

A. I agree that I've read that in the Surgeon 

General's report, yes. 

Q. Do you agree that that statement is true? 

A. I agree that there are data to indicate that — 

that there is lower relative risk in people that have 
been demonstrated to quit smoking. Now let me 
qualify that, okay, because frequently when people 
undertake life-style changes, more than one factor 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 


http://legacy.library.ucsf.®du/tiel/gtioO5a0©/pd!f idustrydocuments.ucsf.edu/docs/lkxd0001 



1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


CONFIDENTIAL 

253 

changes, and I again would have to caution about 
going back into all of the other factors that may be 
involved. And I'm not too sure that we have real 
good data and good quantitative data on people that 
have quit smoking in terms of all the other things 
they've done to their life-style. 

Q. So if somebody quits smoking, other life-style 
things may change as well? 

A. Yes. There's a general effort on the part of 
the individual to make life-style changes. And 
there's a recent study out to that effect that 
relates to a number of different factors on 
cardiovascular disease. 

Q. Which study is that, ma'am? 

A. I wish I — I can't remember or recall the 
reference per se. 

Q. Is it in the — 

A. Actually I think it's subsequent to that even. 

I think it may have just come out this — this week 
or last. 

Q. Do you know the journal? 

A. I can't offhand remember the journal. Again 
I've just had a cursory look at it. 

Q. And the subject is what? 

A. It has to do with cardiovascular disease and a 
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variety of different risks. 

Q. Including smoking? 

A. Yes. 

Q. And it concludes what? 

A. What it concludes is that there isn't enough — 
there isn't enough data, as I recall — and this 
is — this is really — is that there isn't a clear 
indication, that there are a number of factors and 
that more study needs to be done. But it had to do, 
as I recall now, with intervention groups. One group 
had usual care and one group there was intervention 
done in those groups, as I recall now, and the — 
it's coming back — the intervention had to do with 
heart rate; that is, blood pressure control, and 
specific treatments and also diet relative to 
cholesterol and also smoking counseling. 

And then they went on to compare the difference 
between the usual care groups and the intervention 
groups, and what they found — again I think the 
study needs to go on further. I — the number of 
years probably was not sufficient, but at the time of 
this publication what they found was there was not 
a — not a huge effect of intervention relative to 
those issues. 

So it's a very complex situation when you're 
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dealing with a number of factors. 

Q. In looking at the epidemiological work that has 
been done for decades — 

A. Uh-huh. 

Q. — on the subject of smoking and lung cancer and 
the relationship there, do you believe that none of 
the authors or investigators have adequately 
controlled their studies for the confounding factors 
that you speak of? 

A. Certainly there are attempts to control for 
certain confounding factors. The problem with that 
is unless you feed people the same thing and have 
them exposed to the same environmental, occupational 
conditions, I mean, over those periods of time you 
have a lot of different other things that cannot 
adequately be controlled for in the design of those 
studies. That is why animal studies under controlled 
conditions are an important component. 

Q. Based upon your understanding of the 
epidemiological data, do you believe that there is a 
single as-yet unidentified factor that explains — 
other than cigarette smoke that explains the 
development of lung cancer in smokers at a much 
higher and more significant rate than the development 
of lung cancer in nonsmokers? 
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MR. FOWLER: Object to the form of the 
question. If you can answer that question, go 
ahead. 

A. Yeah, as I indicated earlier, cancer is a 
multifactorial disease, so the notion of — of 
identifying a single factor I don't think is the 
issue. I think much more likely is — is that there 
are — are associations and interactions between a 
variety of factors, and — and really I would 
characterize it in that manner. 

Q. So there isn't one as-yet unknown factor? It's 
a multiplicity of factors? 

A. I would say we know it's multifactorial. I — 
I'd say that based on the evidence we have, I 
would — I would say that it's much more likely it's 
multifactorial rather than a single factor. 

Q. Do you have an estimate of the number of medical 
articles that have looked at the question of smoking 
and lung cancer and whether there's a causal 
relationship, not epidemiological studies now, — 

A. Wow. 

Q. — all studies? 

MR. FOWLER: Including epidemiology? 

MR. SILBERFELD: Yes. 

MR. FOWLER: Okay. 
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A. I think there — I — I would hazard a guess. I 
would say clearly thousands of articles have — have 
looked at the health effects relative to lung 
cancer. 

Q. Probably tens of thousands? 

A. Probably right. 

Q. Let me show you another article taken from your 
bibliography. This is again from Exhibit 1313. It's 
the Rosenberg paper, which is the first paper listed 
in the decade of the '90s. 

MR. SILBERFELD: I'd like to have this 
marked as next in order. 

(Discussion off the record.) 

(Plaintiffs' Exhibit 1317 was marked 
for identification.) 

BY MR. SILBERFELD: 

Q. Putting Exhibit 1317 before you. Dr. Ellis, do 
you recognize this article from Rosenberg, et al.? 

A. Yes. 

Q. The topic is the risk of heart attack among 
women who stop smoking; right? 

A. Yes. 

Q. And in the abstract portion of it, the 
right-hand column, last paragraph, the authors 
conclude "These data suggest that in women, as in 
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men, the increase in the risk of a first myocardial 
infarction among cigarette smokers declines soon 
after the cessation of smoking and is largely 
dissipated after two or three years." Do you see 
that? 

A. Yes. 

Q. Based upon your review of this paper previous to 
today, do the data support that conclusion? 

A. Yes. He uses the term "suggest." The data 
suggest and there's no question that in that sense 
that there — that's — that's — that's the role of 
epidemiology, is to suggest, and — and is to 
identify further areas of study. 

Q. Does the use of the term "suggest" by the author 
mean something different to you than "prove"? 

A. Absolutely. 

Q. What does "suggest" mean in this context? 

A. "Suggest" means in this context, is — is that 
there may be — it relates really to the risk term 
and the way that is derived rather than having hard 
cause-and-effect-related information. 

Q. As of this time when the article was published 
in 1990, were you aware that both men and women were 
at risk for a first myocardial infarction as a result 
of cigarette smoking? 
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MR. FOWLER: Object to the form. 

A. I don't — what — what this says is it 
suggests, and what you stated was something a little 
bit different. 

Q. Yes, I asked you a different question. 

A. No, not — not to the degree that you're stating 
it. This data says that it suggests, and I think — 

I think that also implies that this data was taken in 
this population and the conclusion is also broadened 
to men and women per se. So they are recognizing the 
context and limitation of — of the studies, but I 
think, you know, the conclusion stands. 

Q. Read the first sentence of the text of the 
article, would you, into the record. 

A. Yes. "It is well established that cigarette 
smoking is a major contributor to the risk of 
myocardial infarction in both men and women and that 
the cessation of smoking is followed by a decline 
in ... risk" — 

Q. It doesn't — 

A. — "in the risk." 

Q. Yes. As of 1990, did you understand that to be 
the case? 

A. There were certainly some — there was evidence 
presented in the Surgeon General's reports about 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 


http://legacy.library.ucsf.®du/tiel/gtioO5a0©/pd!f idustrydocuments.ucsf.edu/docs/lkxd0001 



1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


CONFIDENTIAL 

260 

smoking cessation prior to 1990 and the beneficial 
effects on risk relative to those, yes. 

Q. And before 1990 it was well understood in the 
medical and scientific community that cigarette 
smoking is a major contributor to the risk of a heart 
attack? 

MR. FOWLER: Object to the form. 

THE WITNESS: I have to have that read 

back. 

MR. SILBERFELD: Sure. 

(Record read by the court reporter.) 

A. I think if you chronicle the various Surgeon 
General reports and if you want to use those as a 
measure of the medical community, I would have to say 
absolutely, that there was certainly indication 
relative to epidemiological evidence. 

Q. As a reader and follower of the medical 
literature, did you understand that to be the case as 
of 1990? 

A. What is "that"? What is it I'm understanding? 

Q. Sure, that cigarette smoking is a major risk 
factor for heart attack in men and women. 

A. My understanding of the levels is that it was 
identified as a risk factor. I would — I would say 
that rather than quantifying "major." 
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Q. You wouldn't call it a major contributor, as the 
authors here are? 

A. I would not quantify with the word "major." In 
a multifactorial situation, it is very difficult to 
understand what factors under what circumstances are 
playing major roles. 

Q. In a multifactorial setting, are all the factors 
equally weighted? 

A. Not necessarily. 

Q. How about in cigarette smoking and disease? Are 
all of the factors described in the medical 
literature that you're aware of weighted or counted 
with equal weight or force? 

MR. FOWLER: Object to the form. 

A. Well in doing epidemiological studies, because 
you're looking at an endpoint that's the disease and 
then you're looking at various other factors, you 
then measure relative to those factors, but in the 
genesis of disease, I don't believe they are equally 
weighted. I don't believe that's the case. I think 
there can be a number of different situations 
occurring. 

I think that in some cases certain factors may 
have more of a direct relationship to the disease; I 
think that other factors may not. I also think there 
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may be interactions between — between factors, and 
so there could be all kinds of possibilities relative 
to those situations. 

Q. Okay. Let me next direct your attention to 
another article from your bibliography. It appears 
in the addiction section in the '90s. It's article 
number 70 from the journal "Preventive Medicine." 

MR. SILBERFELD: I'd like it marked as next 

in order. 

(Plaintiffs' Exhibit 1318 was marked 
for identification.) 

BY MR. SILBERFELD: 

Q. This is an article. Dr. Ellis, which talks about 
the reasons for relapse in smoking cessation with 
nicotine and placebo patches; right? 

A. That's correct. 

Q. In the abstract at the top of the first page, 
the authors first of all refer to nicotine and say, 
quote, in the second line, "Addiction to nicotine 
seems to play a prominent role but there are several 
other contributing factors." I take it you would 
disagree with that statement insofar as it uses the 
term "nicotine"? 

MR. FOWLER: Object to the form of the 
question. It takes this statement out of context. 
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A. First of all, the issue is — starts with the 
first word, which is called "addiction," and 
addiction to nicotine per se, so again we have to — 
have to define that per se. So in that context, I 
would — I would not agree with the wording. 

Q. In the third-to-the-last line of the abstract, 
there's a sentence that reads "Craving for cigarettes 
was the most often self-reported ... reason for 
relapse." Do you see that, ma'am? 

A. Yes. 

Q. Do you have an understanding as to what is meant 
by the term "craving"? 

A. That people — people want to smoke, that people 
like to smoke. 

Q. Have you personally had any experience with 
people who have tried to quit who have described to 
you a craving or a need for cigarettes while they're 
in the process of quitting? 

MR. FOWLER: Object to the form. 

A. I have not had that personal experience. 

Q. And in the last line, the conclusion "Craving 
for cigarettes was the most reported reason for 
relapse." That's, I take it, based on the data 
above. 

Do you have any reason to quarrel scientifically 
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1 with the conclusion that these authors reach based on 

2 their data and information? 

3 A. I think that if you look at the — the tone of 

4 this paper and the words that are used, they say 

5 there are several contributing factors. They — they 

6 say that the outcome seems rather complex. I think 

7 that they're looking at certain specific things 

8 potentially. I think "craving" is a — is a 

9 nonquantitative term and is subjective, and I think 


10 

that that would create some variability and variation 

11 

in 

what this study really means. 


12 

Q. 

Have you ever visited a smoking cessation 

13 

clinic? 


14 

A. 

A smoking cessation clinic, no. 


15 

Q. 

Have you ever visited any facility where 

smoking 

16 

cessation was the program that was being conducted? 

17 

A. 

I have not visited such a facility. 


18 

Q. 

Have you ever talked to patients in the 

throes 

19 

of 

a smoking cessation program? 


20 


MR. FOWLER: Object to the form. 


21 

A. 

I have certainly known people that have 

quit 

22 

smoking. 


23 

Q. 

How about patients under care? Have you 

talked 

24 

to 

such patients ever? 


25 

A. 

No. 
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1 MR. FOWLER: Object to the form of the 

2 question. 

3 MR. SILBERFELD: Next let me mark another 

4 article from your bibliography. It's from "Clinical 

5 Pharmacology & Therapeutics," 1992. 

6 (Plaintiffs' Exhibit 1319 was marked 


7 


for identification.) 


8 

BY 

MR. SILBERFELD: 


9 

Q. 

With respect to the cover page, do you 

recogn. 

10 

the 

journal, ma'am? 


11 

A. 

Yes, definitely. 


12 

Q. 

It says It's the official publication 

of the 

13 

American Society for Clinical Pharmacology 

and 

14 

Therapeutics? 


15 

A. 

Yes. 


16 

Q. 

And the American Society for Pharmacology and 

17 

Experimental Therapeutics? 


18 

A. 

Exactly. 


19 

Q. 

Is that the official organization of 


20 

pharmacologists? 


21 

A. 

The second one. 


22 

Q. 

Right. 


23 

A. 

Exactly. 


24 

Q. 

That's what we were talking about earlier? 

25 

A. 

Right. 
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Q. You couldn't come up with the name? 

A. That's it. 

Q. Okay, great. 

This is an article about nicotine intake and 
cigarette smoking. Is that a fair characterization 
of it? 

A. I would say that this is an article that 
measures cotinine in relationship to cigarette 
smoke. 

Q. Okay. Would you read the first sentence of the 
body of the paper into the record, ma'am. 

A. Of the body of the paper, not the abstract? 

Q. Yes, correct. 

A. "The inhalation of cigarette smoke is the most 
important cause of death from cancer in the world." 

Q. Do you agree with that statement? 

A. Do I agree that that is stated there? Yes. Do 
I agree that there is evidence to indicate that? 
Specifically the evidence comes from epidemiological 
studies. The word they use here is "cause," and for 
all the reasons I've discussed all day long, from 
that standpoint I think from the technical data 
available the statement goes a little bit past what I 
would be willing to say. 

Q. Would you be willing to say that the 
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epidemiological data establishes that cigarette smoke 
is the most important statistical risk of death from 
cancer in the world? 

MR. FOWLER: Objection, asked and 

answered. 

MR. SILBERFELD: I haven't asked that 
question before. 

MR. FOWLER: I think so. 

A. Well let me explain again that you can't 
quantitate with epidemiological studies and you're 
asking me a quantitative question, and that is indeed 
the problem. You can say it is a relative risk, but 
you can't say it is the most important because you 
don't know about the interactions and you don't know 
about the relationships. 

Q. Well cigarette smoking has been associated with 
a large number of cancers, has it not? 

A. It has been demonstrated to be a — a risk in 
epidemiological studies largely with lung cancer. It 
can be and has been identified to be a risk factor in 
certain other cancers, but those data are not as 
strong. 

Q. Bladder cancer? 

A. Those data are not as strong. 

Q. Stomach cancer? 
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A. Hmm, I'm not sure about stomach cancer. I'd 
have to go look that up. 

Q. Throat cancer? 

A. Throat cancer per se, I think there's more of an 
association in throat cancer with other forms of 
tobacco. 

Q. Cancer of the mouth or oral cavity? 

A. I think that's more of an association with other 
forms of tobacco. 

Q. Cervical cancer in women? 

A. I understand there is a risk factor associated 
with that — 

Q. Heart disease? 

A. — but it is not very — it is not as strong as 
the lung cancer. 

Q. Heart disease? 

A. I think there's a risk factor associated with 
that. 

Q. Pulmonary disease of a noncancerous variety, 
such as emphysema; right? 

A. There are risk factors associated with emphysema 
and chronic bronchitis. 

Q. Chronic obstructive pulmonary disease? 

A. That's, yes, same thing. 

Q. Lower-birth-weight babies? 
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A. Certainly there have been studies done. I'm not 
aware of a risk factor being calculated per se for 
that. 

Q. Taking all of the published risk factors 
together; that is to say, where cigarette smoking is 
implicated or associated with some disease state, 
taking them all together, would you agree with the 
statement that it's the most important risk factor 
for death from cancer in the world? 

MR. FOWLER: Object to the form of the 

question. 

A. Again you're trying to make a quantitative 
statement out of data that isn't quantitative. There 
can be other associations with smoking. There can be 
other associations in life-styles associated with 
people who do smoke, and to take it just by itself is 
inappropriate in the context of the studies that have 
been done. 

Q. So that to the extent that this statement is 
published in the official publication of your 
pharmacology society, of which you're not a member 
but you're a pharmacologist, you would take issue 
with that statement for the reasons you've stated? 

MR. FOWLER: Object to the form. 

A. Let me put this in context. Articles are 
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published, research is published in various journals 
that does not necessarily reflect the overall opinion 
of the membership. The journal is sponsored by the 
society per se and has — the society has a journal, 
but that doesn't mean it reflects the views of the 
society. 

Now it may very well reflect the views of the 
society and I suspect that if you ask most of the 
people involved, that they would make statements 
similar to that. 

MR. SILBERFELD: Let me have marked as next 
in order another document from your bibliography. 

This one comes from the addiction section in the 
1970s; it's paper number 72. 

MR. FOWLER: Just for the record. I'll 
object to the characterization as the addiction 
section of the bibliography, but — 

MR. SILBERFELD: What would you like to 

call it? 

MR. FOWLER: I'm not sure. 

MR. SILBERFELD: Use any name you want. 

Want to call it Bob, we'll call it Bob. 

MR. FOWLER: How about section 2? 
(Discussion off the record.) 

(Plaintiffs' Exhibit 1320 was marked 
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1 for identification.) 

2 BY MR. SILBERFELD: 

3 Q. 1320, Dr. Ellis, is an article from the "Journal 

4 of Experimental Psychology," 1977. You've read this 

5 paper, I take it. 

6 A. Yes. 

7 Q. And it compares nicotine regulation in heavy and 

8 light smokers. 

9 A. Yeah, that's right. 

10 Q. And you recall this paper, ma'am? 

11 A. Yes. 

12 Q. And in reading it, did you find that the 

13 research and design of the study done by Schachter 

14 was in keeping with appropriate scientific 

15 standards? 

16 A. To the degree that I — I understand those or 

17 those are represented here, it depends on what 

18 standards we're talking about. I think that you have 

19 to take a look at the design of the study. Whether 

20 or not it could be a better study is another — 

21 another issue. 

22 Q. Take a look at it, and tell me if you think it's 

23 a well-designed study. 

24 A. Okay. Give me a second. 

25 Q. Sure. 
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(Witness reviews Plaintiffs' 

Exhibit 1320 . ) 

(Discussion off the record.) 

A. I think I have a general understanding of the 
quality of the study. 

Q. Okay. Is it a quality study? 

A. No. 

Q. Why not? 

A. Well first of all, the number of subjects and 
the subjective conduct of the study. 

Q. What do you mean by "subjective conduct of the 
study"? 

A. Well I think that, first of all, if you look at 
the number of subjects, gross generalizations are — 
are being made based on very few individuals. 
Secondly, if you look at the way the data and what 
data is collected, they are data that are subjective 
in nature, reporting in nature. They're not 
quantitative in that sense. 

So basically, those then create situations 
whereby you don't have — you can get whatever you 
want in those kinds of situations. 

Q. So the question that's posed in the second 
column of the first page of the article on the 
right-hand side, "Conceivably, not all smokers — 
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even heavy smokers — are addicted," do you see 
that, ma'am? 

A. Yes, I see that sentence. 

Q. You don't believe — 

A. But it's not a — it's not a question. 

Q. It's a statement. 

A. Yes. 

Q. The purpose of the study was to see whether that 
was at least in part true? 

A. And if — I question whether or not what the 
term "addiction" means. I question whether or not 
that's what they were looking at, and I question 
their methods and the number of subjects. 

Q. In the discussion section, which appears at page 
ten and following, the author writes "There appears 
to be no question but that longterm heavy smokers 
regulate nicotine intake." Do you have an 
understanding as to what's referred to by "regulate 
nicotine intake"? 

A. In the context of this study, I think it refers 
to Table 3. 

Q. In a general sense, do you have an understanding 
of the concept of the phenomenon of compensation? 

A. Oh, yes, uh-huh. 

Q. And essentially what's your understanding of 
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that term? 

A. The term refers to the phenomenon that's 
purported relative to changing from one cigarette to 
another and adjusting one's smoking parameters to 
compensate or to adjust for the changes in the 
cigarette per se. 

Q. And with regard to the FTC smoking machines 
which are used to set tar and nicotine levels or 
ratings, those machines do not engage in the process 
of compensation in any fashion, do they? 

MR. FOWLER: Object to the form of the 

question. 

A. Machines do what people tell them to do, and the 
criteria for those tests are such that that test was 
used and intended to be used and stated to be used by 
the FTC as a relative measure between cigarettes at a 
time when tar was being reduced in the marketplace to 
give the consumers some idea of those cigarettes that 
had lower tar. 

Q. Is it your understanding that the FTC tar and 
nicotine numbers are intended to convey to the 
smoking public that if they smoke these cigarettes, 
they will in fact get those tar and nicotine levels 
when they smoke that particular brand? 

A. Absolutely not. I think it is intuitively 
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obvious that if you take three puffs versus taking 
eight puffs, there will be differences in the total 
amount of tar that you will get. So there are very 
many parameters associated with smoking, and I think 
that it is the relative manner in which the cigarette 
was designed under con — consistent conditions that 
is being represented in that test, and that is 
certainly what was stated by the FTC when the test 
was instituted. 

Q. Are cigarettes sold by Philip Morris today 
safe? 

MR. FOWLER: Object to the form. 

A. We use the word "safe" and we can go back to the 
definition of the word "safe." "Safe" is a relative 
term. I cannot answer that question. I don't have 
the data to answer that question in the context of 
all the other discussion we had today. 

We have epidemiological studies that indicate 
risk. To the degree that there is risk associated 
with smoking and we're associating the term "safe" 
with an absence of risk in epidemiological studies, 
the answer is no. But in the absolute sense, that is 
we don't have the criteria to prove or disprove safe 
per se as used. 

Q. Because we don't know the mechanism of cancer 
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and because we don't have an animal model, you can't 
say whether cigarettes are safe or not safe; right? 

MR. FOWLER: Object to the form. 

A. I just said that in the context of 
epidemiological studies, cigarettes have been shown 
to be a risk factor. If we define "safe" as 
something that has a risk factor, one would say then 
that this — and use that as the definition of 
"safe," all right, is the absence of being a risk 
factor, then one cannot say that cigarette smoking is 
safe. 

If we use the absolute indication and 
verification of safe with all of the knowledge that 
we have, we don't have sufficient knowledge to 
quantitatively make that judgment. 

Q. Is there at least, in your mind, enough question 
about safety of cigarettes that users of those 
products should be warned that there may be a health 
risk — 

MR. FOWLER: Object to the form. 

Q. — by the manufacturer of the product? 

THE WITNESS: Could — 

MR. FOWLER: Yeah, let me object to the 
form because we've gone to — well just object to the 
form. 
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1 THE WITNESS: I need you to reread it, 

2 please. 

3 MR. FOWLER: Because it may call for a 

4 legal conclusion. 

5 (Record read by the court reporter.) 

6 MR. FOWLER: Same objection. 

7 A. Well first of all, they are warned and they are 

8 warned as dictated by Congress, and there is also in 

9 that context limitation as to any other warnings that 

10 can be attached to the product. So certainly they 

11 are warned. Certainly there is information on every 

12 pack relative to these issues. 

13 Q. Those are the government's words, right, that 

14 are on the packs? 

15 A. It was a — a government — as I just indicated, 

16 a government stipulation, yes, and it is a government 

17 stipulation that those be the only words. 

18 Q. When has Philip Morris, to your knowledge, ever 

19 said that cigarettes may cause lung cancer? 

20 A. There were indications in the 1990 annual report 

21 that cigarette smoking is a risk factor, and that's 

22 one example. 

23 Q. Do you regard the annual report as a public 

24 statement to the consuming American public? 

25 A. Not to the degree that every single pack of 
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1 cigarettes has a warning label on it, that is even 

2 stronger than that, no. I mean, in that context it 

3 is certainly — and the statement was certainly 

4 intended to be made to the shareholders. 

5 Q. Do you know why that statement was made to the 

6 shareholders? 

7 A. Specifically, no, at that time. 

8 Q. Do you think it — the making of that statement 

9 potentially had an impact upon shareholder value? 


10 


MR. FOWLER: 

Object to the 

form. 

11 

A. 

I don't know. 



12 

Q. 

I'm only standing 

because my back hurts. I 

13 

apologize for doing that. 


14 

A. 

That's all right. 



15 

Q. 

You're familiar with the Frank 

Statement to 

16 

Cigarette Smokers, are 

you not? 


17 

A. 

Yes, I am. 



18 

Q. 

You've been shown 

that in prior 

depositions? 

19 

A. 

Yes, I have. 



20 

Q. 

And you agree, do 

you not, that 

in 1954 Philip 

21 

Morris as well as other companies made a solemn vow 

22 

to 

the American people 

to investigate the health 

23 

claims that were being 

made about cigarettes at that 

24 

time? 



25 


MR. FOWLER: 

Hold on for a 

moment. 
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1 Object to the form of the question, the 

2 characterization "solemn vow." And also just a point 

3 of — of procedure, this seems to be getting close to 

4 or getting into the 30.02(f) area that this witness 

5 is designated, and I'm not going to say for her not 

6 to answer the question. I'm just — I just wanted to 

7 point that out. 

8 MR. SILBERFELD: I've asked every expert 

9 this same line of questions, just for your 

10 edification, so I have not restricted it to company 

11 witnesses at all. 

12 MR. FOWLER: Okay. 

13 BY MR. SILBERFELD: 

14 Q. In prior deposition testimony, you referred to 

15 the Frank Statement as a solemn pledge, did you not? 

16 A. I sitting here today can't recall my exact 

17 words. 

18 Q. Okay. Let — 

19 A. I think I referred to the words that were in the 

20 Frank Statement. 


21 

Q. 

It 

was a 

solemn pledge, was it not? 


22 

A. 

If 

those 

words are — are there, then so 

it 

23 

was. 





24 

Q. 

As 

of today, in 1997, Dr. Ellis, is the 

Frank 


25 Statement still true about Philip Morris and what it 
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knows? 

MR. FOWLER: I'm going to — 

A. I would need to — 

(Mr. Silberfeld hands a document 
to the witness.) 

MR. FOWLER: That's what I was going to 
say. I was going to ask that the witness be provided 
a copy of the Frank Statement. Thank you for that. 

MR. SILBERFELD: And the moment you ask, it 

happens. 

MR. FOWLER: Before I asked, it happened. 
MR. SILBERFELD: No, it was right after. 

A. Can I get the question again, please. 

Q. Let me direct your — 

A. Okay, great. 

Q. — attention to a particular part. 

A. That would be wonderful. 

Q. There is a statement in the Frank Statement, is 
there not — and this is Exhibit 1148, I believe — 
to the effect that the companies believe that their 
products are not injurious? 

MR. FOWLER: I think that he's referring to 

this here. 

A. It says "We believe the products we make are not 
injurious to health." 
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Q. That statement could not be made today, could 
it, by Philip Morris? 

A. I would not make that particular statement 
today. 

Q. And the reason you couldn't make that statement 
is that that statement is not true today? 

A. No, I would make — not make that statement 
because of the epidemiological evidence that 
indicates that smoking is a risk factor. Whether or 
not smoking or our products are injurious to health 
has still not been proven in the context of 
quantitative scientific evidence. 

Q. But in the Frank Statement in 1954, Philip 
Morris and the other companies flatly said we believe 
our products are not injurious to health? 

MR. FOWLER: Object to the form. 

A. "We believe the products we make are not 
injurious to health" is what's stated. 

Q. And if any cigarette company made that statement 
today, based upon all that you know, that would not 
be a truthful statement, would it? 

MR. FOWLER: Object to the form of the 

question. 

A. Again I — you know, it depends on what the 
statement is per se. I would not make that 
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statement. I can speak for myself. I would not make 
that statement. 


Q. 

What I ' 

m asking you is: If Philip Morris ■ 

A. 

Uh-huh. 


Q. 

— this 

afternoon — 

A. 

Uh-huh. 


Q. 

— at - 

- well it's already late. Tomorrow 


morning — 

A. All right. 

Q. — Philip Morris came out and publicly made the 
same statement — 

A. Uh-huh. 

Q. — that was made in 1954 — 

A. Uh-huh. 

Q. — that statement would not be true today, would 
it? 

A. I — if you look at this, this statement in the 
context of the total statement, there is a lot of 
information here that points to this, and I really 
don't think it can be taken out of context. And — 

Q. Okay. 

A. — I really think that there are other things 
like the "results are inconclusive," "even though its 
results are inconclusive should be disregarded or 
lightly dismissed," "we do not believe that any 
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serious medical research, even though its results are 
inconclusive should be disregarded or lightly 
dismissed." 

So I believe in the context of this statement, 
what was being stated is that the data was not 
there. To a degree, the data is still not there 
completely. There is more data, no question about 
it, to the degree that I would not phrase this 
statement as such. But to say it is completely 
untrue I don't think is the correct 
characterization. 

Q. If you were asked to make a statement of this 
kind on behalf of the company tomorrow morning, I 
take it what you would say is that "The products we 
make may be injurious to health." 

MR. FOWLER: Object to the form, but you 
can answer. 

A. I would as a scientist — and I am a scientist 
and not a public health official, and — and that is 
why I think public health officials need to word this 
for consumers. As a scientist, I would say the most 
accurate statement is that epidemiological studies 
have indicated that cigarette smoking is a risk for 
certain diseases. That is certainly a true 
statement. I think that is certainly totally 
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correct. I think it defines the context and I think 
it defines very accurately the state of the knowledge 
and what has been proven. 

Q. And the way that public health officials put 
that statement into a lay understanding is to say 
smoking causes disease; isn't that right? 

A. That certainly is on the pack. 

Q. And that's what public health officials say? 

A. That's what — that's what is on the pack, 
concise and clear. 

Q. Is it your view that what's on the pack is a 
statement — at least insofar as Philip Morris's 
cigarettes are concerned, a statement of Philip 
Morris rather than a statement of the government? 

MR. FOWLER: Object to the form of the 

question. 

A. I think — I mean, obviously it's difficult 
to — to — to say that it's completely a statement 
of Philip Morris when indeed it was legislated as 
such, so I would not want to misrepresent it as being 
a statement of Philip Morris. To the degree that 
Philip Morris and — and certainly I agree — and I'm 
not sure who I'm speaking for right now — that 
consumers should be aware of the situation relative 
to the relative risks of smoking, then that or the — 
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the act of putting that warning label on the pack is 
something that I agree with. 

Q. From the standpoint of conveying information to 
the consumers of your products, do you believe the 
fact that it says "Surgeon General's warning" as 
opposed to "Philip Morris's warning" has any 
meaning? 

MR. FOWLER: Object to the form of the 
question. This is beyond the witness's expertise. 

A. Probably — I'm getting tired of this, but I — 
in order to answer that question, I would do a study 
with consumers and see if it made any difference. I 
suspect "Surgeon General's warning" means more to 
them. 

Q. Why do you say that? 

A. Because I think it's an official governmental 
entity. I think that it implies a large group of 
people have reviewed the literature and the 
information and have made this proclamation. 

MR. SILBERFELD: That is all the questions 
I have. Thank you. 

THE WITNESS: Thank you. 

MR. FOWLER: I'm sorry, and we're done then 
with the expert portion of Dr. Ellis's deposition? 

MR. SILBERFELD: Oh, we're not done, but 
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1 we're finished. Yes, we're finished and done. 

2 (Deposition recessed at 5:46 o'clock 

3 p .m. ) 

4 

5 


7 
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1 CERTIFICATE 

2 I, CATHY ELLIS, the deponent, hereby 

3 certify that I have read the foregoing transcript 

4 consisting of pages 1 through 286, Volume I, and that 

5 said transcript is a true and correct, full and 

6 complete transcription of my deposition, except per 

7 the attached corrections, if any. 

8 

9 (Please check one.) 


10 



11 

Yes. chanaes were made per the attached 

12 

(no.) paaes. 


13 



14 

No chanaes were made. 


15 



16 



17 

CATHY ELLIS 


18 

Deponent 


19 



20 

Sworn and subscribed to before me this 

day 

21 of 

199_. 


22 



23 



24 

Notary Public 


25 

My commission expires: 

(WCL) 


STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55418 1-800-553-1953 
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